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October  26,  1993 


The  Honorable  Edolphus  Towns 

Chai  rman 

Subcommittee  on  Human  Resources 

and  Intergovernmental  Relations 

House  Committee  on  Government  Operations 

B-372  Rayburn,  HOB 

Washington,  D.C.   20515-6148 

Dear  Mr.  Chairman, 

It  has  been  brought  to  our  attention  that  there  will  be 
hearings  to  re-vamp  the  Federal  Food  Safety  System  in 
November . 

Please  consider  including  the  following  testimonies  for 
the  written  statement  of  the  records. 

You  may  contact  me  at  1--800-38-EC0LI  for  any  questions  or 
comments. 


Sincerely, 

©Larui  fhoU 


Diana  Nole,  Secretary 

Foundation  to  Eliminate  E.Coli  Outbreaks 

529  S.  52nd  Street 

Tacoma,  Washington   98408 
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Foundation  to  Eliminate  E.Coli  Outbreaks 
P.O.  Bo::  3553 

Seattle.  Washington   98124 

i-800-aa-ECOLi 

Who  we  arez 

A  non-pro-fit  -foundation  o-f  -families  and  friends  o-f  victims 
o-f  E.Coli  0157:  H7  outbreaks  and  concerned  people.   We  Are 
not  looking  to  place  blame,  but  to  seek  solutions  and  offer 
educational  information  and  support  to  those  in  need. 

Why  we  formed: 

In  January,  1993,  in  Washington  state  alone  over  600  people 
became  ill.   144  were  hospitalized,  30  experienced  kidney 
failure  and  developed  HUS,  and  three  children  and  one  adult 
died  as  a  result  of  exposure  to  the  E.Coli  0157:H7  bacteria. 
After  the  outbreak  a  USDA  Meat  Inspector  warned: 

"I  predict  that  you  will  see  more  cases  of  food  poisoning, 
more  people  dying,  more  people  getting  sick  from  eating 
contaminated  meat." 

We  will  not  let  this  happen. 

OUR  MISSION 

To  put  a  stop  to  E.Coli  0157: H7  outbreaks  through: 

1.  Education/Awareness 

To  seek  the  latest  research  on  E.Coli  related 
topics  and  provide  information  to  the  public, 
medical  community,  media,  and  the  government  that 
can  bring  about  the  end  of  E.Coli  outbreaks. 

2.  Legislation 

To  promote  legislation  for  manditory  testing  and 
reporting  of  all  E.Coli  0157:H7  and  HUS  cases 
throughout  the  country. 

To  promote  legislation  to  improve  the  meat  inspection 
industry  and  focus  it's  attention  on  public  health. 

3.  Support 

To  provide  support  for  affected  families  in  dealing 
with  these  devastating  diseases.   To  provide 
information  on  long-term  HUS  research  and  support 
efforts  to  find  a  cure  for  these  deadly  diseases. 


Hello,  my  name  is  Diana  Nole. 

I  have  written  this  testimony  to  tell  you  what,  can  and  does 
happen  -far  too  often  when  -fecal  contaminated,  improperly 
prepared,  ground  meat  is  consumed. 

My  husband  and  I  lost  our  only  child,  Michael  James  Nole,  to 
the  ravages  of  E.Coli  0157: H7  incited  hemolytic  uremic 
syndrome. 

My  son  was  born  on  December  9,  1990  a  healthy  91b  14  oz  bundle 
of  love. 

He  died  25  months,  13  days  later.   In  12  days,  USDA  approved, 
E.Coli  0157: H7  contaminated,  undercooked  hamburger,  that  was 
in  a  children's  meal  purchased  at  a  fast  food  restaurant  that 
my  son  consumed  rapidly  led  to  H.U.S.  and  eventually,  his 
death. 

All  of  the  things  my  son  went  through  were  the  most  horrific 
things  I  have  ever  seen  in  my  8  years  working  in  the  medical 
field,  and  my  most  recent  2  years  working  in  an  Emergency 
Room. 

My  son  had  bouts  of  diarrhea,  which  rapidly  became  runny, 
painful  and  eventually  bloody. ...  and  later  all  blood. 

He  was  admitted  to  Mary  Bridge  Children's  Hospital  in  Tacoma, 
Washington.   I  had  no  idea  what  was  soon  to  follow. 

The  bloody  diarrhea  continued  throughout  the  night,  every  3-5 
minutes  with  screams  of  pain  and  terror  with  each  one.   We 
went  through  a  diaper  with  each  one  because  the  blood  burned 
his  skin. 

In  the  morning,  he  was  transferred  to  the  pediatric  I.C.U. 
unit.   Unknown  to  us,  there  were  already  children  there  with 
E.Coli  0157: H7. 

By  this  time  his  kidneys  had  shut  down  and  he  was  becoming 
very  lethargic,  his  abdomen  began  to  swell  to  an  unbelievable 
size.   He  had  hemorrhoids  and  was  unable  to  eat  or  urinate. 

I  remember  the  last  time  my  husband  and  I  saw  our  son 
responding  and  sitting  up  with  oLlr  help.   Due  to  his  swollen 
tummy  and  tubes  in  his  arms,  he  ate  an  orange  popsicle  and  I 
kept  trying  to  tell  myself  he  was  going  to  be  okay. 

Dialysis  was  needed  and  the  decision  was  made  to  transport  him 
to  a  children's  hospital  in  Seattle  that  had  the  machines  for 
this  purpose. 

Before  they  transported  him  I  had  asked  to  rock  him  in  my  arms 
in  a  chair  next  to  his  bed.   With  the  help  of  3  nurses  and  his 
physician,  they  carried  him  over  to  me  with  all  of  his  tubes, 
IV's  and  other  monitoring  devices  and  set  him  in  my  arms. 
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I  rocked  him  and  sang  our  favorite  songs  together.  One  o-f  our 
■favorites  was  "Jesus  Loves  Me".  To  this  day,  I  cannot  bear  to 
hear  this  song. 

This  was  the  last  time  I  held  my  baby  in  my  arms. 

He  was  transported  to  Children's  Hospital  in  Seattle,  I  rode 
in  the  ambulance  with  him  and  two  other  transport  nurses.  We 
made  the  hour  trip  in  22  minutes. 

When  we  arrived  we  were  whisked  to  Pediatric  ICU  where  we  were 

moved  into  a  room  with  another  child.   I  did  not  know  at  the 

time  that  this  other  child  had  the  same  horrific  HUS  that  my 
son  was  experiencing. 

While  they  were  setting  up  Michael  in  his  bed,  I  went  over  to 
the  little  girl  in  the  next  bed.   Her  parents  were  out  of  the 
room  and  I  wanted  to  say  hello.   As  I  approached  her  I  noticed 
how  recessed  her  eyes  were,  how  pale  her  skin  was  and  that  she 
had  many  tubes  and  lines  in  her  little  body.   I  said  "Hi, 
looks  like  we  get  to  share  a  room  with  you,  what  is  your  name" 
She  whispered  in  and  airy  voice  "Brianne".   This  was  Brianne 
Kiner . 

As  the  days  went  on  and  chest  tubes  were  inserted  in  my  baby, 
more  IV s  and  lines  poked  in  and  out,  blood  drawn,  and  many 
other  procedures  done,  his  condition  worsened,  as  did 
Br  1 anne' s. 

I  met  Briannes  mom  and  dad,  Suzanne  and  Rex.   It  was  so 
indescribable  to  watch  other  parents  go  through  this,  we  were 
sharing  in  something  that  words  can  not  explain.   But  they 
know. 

Dialysis  began  for  us,  and  I  was  certain  that  this  is  all  he 
needed  to  survive  and  pull  through  this.   I  was  very  mistaken. 

Late  one  night,  Brianne  took  a  turn  for  the  worse  and  she  was 
whisked  away  to  a  private  more  1  to  1  care  room. 

Michael  had  dialysis  one  or  two  times  a  day.   There  were  so 
many  other  children  arriving  daily  that  needed  dialysis  that 
the  machines  were  becoming  very  popular.   Nurses,  physicians 
and  all  other  specialists  were  working  around  the  clock,  many 
sleeping  at  the  hospital  to  provide  the  best  possible  caire    for 
our  children. 

As  Michael's  meds  increased  and  tried  to  help  his  pains, 
things  got  even  worse. 

The  physicians  thought  we  might  lose  him  at  several  different 
times,  and  several  times  we  were  rushed  in  to  say  our  last 
good-byes  and  prayers.   This  was  so  very  painful. 
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As  our  -Family  members  started  to  arrive  to  kiss  his  cheek  and 
stroke  his  golden  hair  and  say  prayers  I  just  sat  back  in 
complete  helplessness,  thinking  "I'm  his  mommy... why  can't  I 
■fix  this?   Make  everything  better?   Trade  him  places^"   This 
was  such  a  hopeless,  powerless  -feeling. 

After  physicians  noted  he  had  red  patches  on  his  tummy,  they 
thought  something  might  have  burst  inside  him.   The  suggestion 
was  made  to  rush  him  into  surgery  to  see  1 -f  they  could  stop  or 
identify  the  internal  bleeding. 

Papers  were  signed  and  we  kissed  him  good-bye  one  more  time  in 
the  hallway  on  his  way  to  surgery. 

I  cannot  remember  how  long  it  took 1,2,3,  hours,  seemed 

like  2  days. 

When  he  returned  they  said  they  "lost"  him  once  during  surgery 
but  were  able  to  revive  him. 

When  we  were  allowed  to  go  in  to  see  him  he  had  an  incision 
■from  his  neck  to  his  groin  area.        This  was  so  difficult  to 

see. 

He  did  not  do  well  after  this,  he  opened  his  eyes  once,  and  we 
were  able  to  see  the  blue  of  his  eyes  and  barely  a  twinkle.   I 
told  him  he  was  mommies  big  boy  and  that  I  would  love  him 
forever  and  someday  would  be  with  him  forever  in  heaven.   My 
husband  and  I  spent  several  hours  with  him  before  he  died. 
The  nurses  gave  me  a  lock  of  his  golden  hair  to  cherish. 

I  left  the  hospital  with  his  blanket,  shoes,  choo-choo  train 
sweats  I  made  him  and  a  bag  of  toys. 

I  miss  my  big  boy. 


Diana  Nole 

529  S.  52nd  Street 

Tacoma,  Washington   98408 
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Foundation  to  Eliminate  E.Coli  Outbreaks 
P.O.  Box  3553 
Seattle,  Washington   98124 
1-800-88-ECOLI 


Hello, 

My  name  is  Michael  Nole.   I  am  with  the  Foundation  to 
Eliminate  E.Coli  Outbreaks. 

My  son  Michael  James  Nole  was  the  first  child  that  died  at 
Seattle  Children's  Memorial  Hospital,  January  22,  1993. 

Michael  died  -from  eating  an  undercooked  cheeseburger 
contaminated  with  the  deadly  strain  of  bacterium  E.Coli 
0157:H7  which  rapidly  developed  into  H.U.S.,  Hemolitic 
Uremic  Syndrome. 

It  took  12  days  for  E.Coli  &  H.U.S.  to  kill  our  2  year  old 
son,  while  all  my  wife  and  I  could  do  was  watch  helplessly, 
not  being  even  able  to  explain  to  him  what  was  happening. 

Doctors  can  only  provide  case  management  and  try  to  keep  the 
patient  comfortable. 

It  has  been  8  months  since  we  buried  our  son,  and  the  only 
thing  I  have  seen  the  U.S.D.A.  do  is  mandate  safe  handling 
labling  requirements  for  meat  and  poultry  products. 

Don't  get  me  wrong,  this  is  a  good  first  step,  but  I  credit 
the  Beyond  Beef  Coalition  which  got  the  government  to 
require  the  lables  as  part  of  the  settelment  of  a  lawsuit. 
I  also  think  the  U.S.D.A.  should  have  required  the  labels  to 
be  more  specific.   It  should  tell  consumers  to  cook  meat 
until  it  is  no  longer  pink  in  the  middle  and  that  the  juices 
should  run  clear. 

It  sickens  my  wife  and  I  to  learn  that  more  children  have 
died  from  E.Coli  0157:H7  &  H.U.S.  due  to  tainted  beef  since 
we  lost  our  son  in  January. 

When  is  the  U.S.D.A.  going  to  get  serious  about  this  problem 
and  start  taking  the  proper  steps  in  solving  it? 

We  must  have  changes  based  on  scientific  facts 

We  need  slower  line  speeds 

Fast  accurate  on-line  testing 
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Comprehensive  traceback  systems 

Safe  and  sanitary  conditions  in  slaughter  houses 

Me  want  more  meat  inspectors 

Nationwide  reporting  of  E.Coli  0157:H7  and  H.U.S. 

We  need  to  educate  the  public  on  sa-fe  -food  handling 


It  is  no  safer  today  to  eat  hamburger  than  it  was  the  day  my 
son  did  and  died  12  days  later. 

What  is  it  going  to  take  be-fore  something  is  done  about  the 
way  the  U.S.D.A.  inspects  meat. 

I  ask  you  Secretary  Espy,  is  it  going  to  take  the  loss  o-f 
your  child  or  your  -friends  child  be-fore  I  see  some  changes? 

I  hope  none  o-f  you  ever  have  to  go  through  what  my  wife  and 
I  and  especially  my  son,  Michael,  went  through. 

fly  wife  and  I  are  members  of  Foundation  to  Eliminate  E.Coli 
Outbreaks.  Through  the  foundation  we  plan  to  push  for 
changes  in  the  way  meat  is  inspected  and  educate  the  public 
on  safe  food  handling.  Our  foundation  also  provides  a  toll 
free  (800-88-ECOLI )  phone  number  which  people  can  call  for 
concerns  on  E.Coli  0157:H7  (H.U.S.  ),  safe  food  handling  and 
we  also  offer  a  support  group. 

We  offer  a  monthly  newsletter  free  of,  charge  which  lists  our 
goals,  foundation  progress  and  the  latest  information  on 
prevention.   We  also  offer  a  30  page  medical  report  we  will 
mail  out  upon  request  for  a  *5  donation  fee  for  copying  and 
postage. 

It  is  through  the  foundation  we  feel  we  can  make  some  good 
come  out  of  Michael's  death. 

By  educating  the  public  on  E.Coli  &  H.U.S.  we  hope  we  will 
give  them  the  knowledge  to  prevent  such  a  disaster  from 
happening  to  them. 

Thank  You. 


Michael  James  Nole,  President 

Foundation  to  Eliminate  E.Coli  Outbreakss 

P.O.  Box  3553 

Seattle,  Washington   98124 

800-88-ECOLI  8/93 


8 


if-=» 


^flu  'Devastating  'Effzcttkat 

<E.CoCi01$7:?{7 

Oiadon  Our  $  amity 


%•  Tlimitfiy  amfjostph  1)oLin 


My  name  is  Dorothy  Dolan.  I  have  2  daughters,  Mary  4,  and  Aundrea  3.  They  both  became 
severely  ill  after  eating  contaminated  hamburgers  from  a  local  Jack  in  the  Box  restaurant  on  January 
3rd  of  this  year.  On  January  8th  Mary  started  having  painful  diarrhea,  that  was  orange  in  color, 
every  hour.  The  next  clay  the  pain  and  frequency  got  much  worst.  She  became  very  lethargic  and 
with  each  diarrhea  movement  came  screams  of  pain.  Mary  was  taken  to  the  hospital  emergency 
room  for  treatment.  After  several  hours  of  tests  she  was  transferred  to  Children's  Hospital  and 
Medical  Center  in  Seattle.  The  doctors  at  Children's  informed  us  that  they  suspected  that  Mary  was 
sulfcrinji  from  E.Coli  0157:H7.  The  next  day  Aundrea  was  admitted  to  Children's  as  well,  suffering 
from  the  same  symptoms. 

My  husband  and  I  spent  the  next  two  days  carrying  our  daughters  to  the  bathroom.  Listening 
to  the  moans  and  groans  during  the  nights  and  the  screams  during  the  day.  While  the  bloody 
diarrhea  continued,  Mary  pleaded  "Mommy  please  take  the  pain  away!",  our  daughters  continued  to 
slip  further  and  further  into  this  terrible  illness.  They  had  no  appetite  and  they  became  weak  and 
irritable.  On  January  12th  Mary  woke  up  with  a  bloody  nose  and  urinated  very  bloody  urine.  While 
on  the  toilet,  Mary  looked  up  at  me  with  her  big  blue  eyes  and  asked  "MOMMY  -  AM  I  GOING  TO 

die  ■'". 

My  worst  tears  were  coming  true.  I  was  seeing  my  daughters  get  sicker  and  sicker.  The 
dc.i-*urs  informed  me  that  Mary  had  developed  Hemolytic  Uremic  Syndrome  (HUS)  and  was  going 
down  hiil.  They  iooked  at  Aundrea  and  said  that  she  was  following  the  same  course.  I  remember 
thinking  that  just  5  days  ago  I  had  two  healthy  precocious  girls  and  now  I'm  faced  with  loosing  both 
ol  iheni.  I  hen  the  ticphrologist  came  in  and  spoke  about  the  possibility  of  blood  transfusions, 
dial;  sis  ihai  may  last  between  2  to  3  weeks  or  a  lifetime  if  necessary.  That  same  day  Mary's  blood 
!••  :  showed  a  platelet  count  of  6,000  whereas  the  normal  level  is  150  to  250  thousand.  We  were  told 
i:    ;  Mary  needed  a  platelet  transfusion. 

Being  a  nurse  1  started  to  worry  about  her  exposure  to  HIV  and  hepatitis.  As  Mary  was 
failing  furihci  and  furl  her  into  this  medical  nightmare,  Aundrea  started  to  show  signs  of  slipping 
fii'tlKT  its  well.  Aundrea  awoke  the  next  morning  with  a  bloody  nose  and  had  blood  in  her  urine.  I 
ivfusccl  to  believe  she  was  going  "DownHill".  "How  could  this  be?"  I  prayed  to  God  -  Then, 
calling  family  in  from  New  York  for  support,  My  husband  and  I  started  to  discuss  the  fact  that  we 
wore  loosing  our  girls. 
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We  did  not  have  much  time  for  discussion  because  the  doctors  soon  came  in  and  told  us  that 
;i  Mary  did  not  start  cuing  she  would  have  to  have  a  feeding  tube  placed  down  her  throat  to  provide 
nutrition.  Mary  tried  eating  but  could  not  keep  anything  down.  After  throwing  up  two  times  she 
started  to  complain  that  her  eyes  were  hurting  and  to  "shut  up"  because  our  voices  hurt  her  ears.  She 
tlirii  screamed  that  her  head  hurt  and  screamed  to  take  the  pain  away.  I  felt  out  of  control  -  my 
daughter  was  out  of  control  -  and  my  sister  in  law  had  to  calm  me  down  while  the  nurse  tried  to  calm 
down  Mary.  Finally  Mary  calmed  down  and  fell  asleep. 

1  was  sipping  soup  in  the  next  bed  when  the  next  sound  my  husband  and  I  heard  was  Mary 
screaming  that  her  head  hurt.  My  husband  ran  to  her  to  comfort  her.  He  cuddled  next  to  her  and 
hugged  her  light,  hut  the  screams  kept  coming.  She  then  started  screaming  MAMMA,  MAMMA!.  I 
ran  t;>  her  and  held  her  in  my  arms.  I  called  her  name  and  held  her  tight,  but  she  couldn't  focus  her 
eyes  at  mc,  they  staied  fixated  out  of  the  left  corner  of  her  eye.  She  kept  calling  form  me  as  if  she 
didn't  know  I  was  holding  her.  My  husband  rushed  out  to  call  for  the  nurse  and  doctor  STAT. 
While  wc  were  waiting  what  seemed  like  hours,  Mary  was  slowly  getting  worst.  Her  mouth  was 
closing,  her  left  side  was  not  moving  and  her  voice  was  slowly  slurring  NURSE!  NURSE!.  The 
Doctors  did  not  know  what  was  happening.  They  rushed  her  off  to  do  a  CAT-SCAN  of  her  head. 

My  Imshand  went  with  her  while  I  had  to  get  out  and  walk  and  try  and  rationalize  that  she 
was  okay.  While  in  the  CAT-SCAN  room,  while  Mary  was  strapped  to  the  table,  my  husband 
watched  helplessly  as  Mary  vomited  once  again  -  this  time  however  she  was  unable  to  help  herself 
because  of  the  restraints  that  were  placed  on  her.  My  husband  screamed  for  the  doctor  and  nurse 
and  they  rushed  hack  into  the  room  and  removed  the  vomit  from  her  mouth. 

After  the  CAT-SCAN  Mary  returned  to  her  room  with  my  husband  and  the  doctors  with  the 
diagnosis  of  a  right  parietal  stroke.  As  she  returned  to  her  room  my  husband  stayed  with  her  holding 
her  left  hand  as  she  lied  lifelessly  in  bed.  He  closed  his  eyes  for  a  moment  to  try  and  escape  the 
nightmare  for  a  moment  when  he  noticed  her  left  hand  beginning  to  shake.  He  opened  his  eyes  and 
looked  at  Mary's  face  and  noticed  her  tongue  sticking  out  of  her  mouth  while  her  eyes  stared 
endlessly  at  his  face.  At  that  point  her  whole  body  began  to  shake  as  the  doctors  rushed  into  the 
io  m>.  The  doctors  began  treating  her  for  a  seizure.  My  husband  held  her  hand  through  out  the 
entire  episode,  which  seemed  to  last  about  10  minutes.  One  of  the  medications  that  was  given  to 
Mary  to  help  with  the  seizure  made  her  sleepy  and  she  was  Finally  able  to  rest. 

At  thai  point  my  mother  arrived  from  New  York.  I  cried  and  held  her  as  tight  as  I  could  and 
'<  !d  her  Mary  had  a  stroke  and  a  seizure  and  was  very  sick.  My  mother  cried  and  went  over  to 
Mar.  Maty  was  sleeping  and  hadn't  moved  since  the  seizure.  My  mother  called  to  her  and  blessed 
her  with  holy  water.  Mary  miraculously  moved  her  left  side  and  moaned.  We  were  then  told  the 
n  -:i  few  hours  were  going  to  be  the  critical  ones.   Mary  could  have  more  strokes  and  seizures  and 
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v.i    ■  oukl  not  know  how  she  would  neurologically  end  up.  The  decision  was  made  to  move  her  to 
lilt:  intensive  care  nail. 

Aundrea's  lab  values  had  stabilized  and  the  Dr.'s  cautiously  stated  that  Aundrea  maybe  taking 
;i  iiini  l<i  the  better  but  she  would  have  to  be  closely  watched. 

When  we  all  arrived  in  the  I.C.U.  a  new  group  of  Dr's  approached  us.  They  stated  that 
Mary's  stroke  and  seizure  were  serious  complications  and  the  prognosis  was  poor.  He  continued  to 
say  that  the  toxin  that  is  produced  by  E.Coli  0157:H7  could  continue  to  spread  to  other  organs,  the 
liver,  pancreas,  lungs,  and  heart  even  her  teeth  could  fall  out.  She  could  even  die.  I  told  him  no 
more.  I  couldn't  bare  to  hear  that  my  baby's  body  could  be  taken  over  and  torn  apart  from  this  toxin. 
My  daughter  lied  there  asleep  while  the  Dr.'s  and  nurses  put  more  tubes  in  her,  iv's  placed  in  both 
arms  and  legs,  oxygen  placed  to  help  her  breath.  Monitors  assessing  every  vital  sign.  Her  little  arms 
lied  to  the  bed  so  she  wouldn't  knock  out  her  iv  lines. 

We  still  at  this  point  didn't  know  how  much  damage  the  stroke  had  done.  I  never  thought  I 
would  have  to  sec  my  daughter  like  this.  A  stroke  at  4  years  old  and  being  so  very  close  to  death. 
All  wc  could  do  was  pray.  My  husband  spent  the  night  running  between  Aundrea's  room  and  Mary's 
I.C'ii  room.  Mary  made  it  through  the  night  without  any  more  strokes  or  seizures.  The 
nephrologists  at  that  point  approached  us  and  said  that  Mary's  kidneys  were  failing  and  they 
recommended  dialysis.  With  dialysis  also  came  possible  complications  such  as  bleeding,  cerebral 
hemorrhage,  etc.  I  remember  thinking  just  do  anything  that  will  help  her.  She  received  her  second 
blood  transfusion  then  she  received  her  first  and  only  dialysis  treatment.  The  treatment  was 
scheduled  to  last  3  hours  but  had  to  be  cut  short  because  of  the  irritability  of  Mary  due  to  the  pain  of 
ihe  treatment.  Throughout  all  of  the  pain  medication  that  she  was  on,  the  treatment  was  still  very 
painful  for  nor. 

The  next  day  she  continued  to  urinate  into  a  diaper.  Her  kidneys  were  not  working  100%  but 
the;  a  ere  at  leas;  working  and  the  Dr's  didn't  feel  she  would  need  another  dialysis  treatment.  Mary 
was  very  irritable  during  her  l.C.U.  stay.  With  the  irritability  Mary's  blood  pressure  continued  to 
rise,  i  he  Dr's  had  to  keep  her  drugged  up  with  narcotics  to  keep  her  calm  so  she  wouldn't  have 
in  •  i> :  :trokc.  To  this  point  we  still  hadn't  seen  her  open  her  eyes  or  hear  her  speak. 

The  next  couple  of  days  were  agonizing  wondering  if  she'll  take  a  turn  for  the  worse  and  die. 
Won  k  ring  i!  she'll  ever  stabilize.  We  waited  with  anxious  breath  every  four  to  six  hours  for  her  lab 
results  because  liicy  would  determine  if  she  was  getting  better  or  worse.  In  the  meantime  we  got  to 
hold  her  with  all  her  lines  attached.  She  didn't  wake,  she  just  moaned.  It  was  like  holding  a  sack  of 
potatoes,  she  was  so  limp  and  had  no  tone  to  her  body.  Her  feet  were  swollen,  her  right  side  of  her 
facr  ••  as  swollen  because  her  kidneys  weren't  working  well.  She  hadn't  eaten  for  over  a  week  and 
they  had  to  start  artificial  feedings  called  hyperalimentation.  While  in  bed  she  refused  to  lie  still. 
She  tried  to  sit  up  but  had  no  strength.  As  soon  as  she  started  to  get  up  her  body  would  collapse  and 

V 
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she  would  foil  back  lo  the  mattress,  my  husband  and  I  reaching  out  to  catch  her  to  make  sure  that  she 
lid  not  hurl  herself.   She  looked  like  a  boxer  in  the  15th  round  of  a  title  fight  who  was  hanging  on 

U".  denr  life. 

Luckily  the  next  day  the  Dr.'s  approached  us  and  said  not  to  get  too  excited  but  Mary's  lab 
results  were  stabilizing  and  she  may  be  recovering.  Yes,  our  prayers  were  answered  and  it  looked 
like  we  would  have  a  long  road  to  recovery.  IV  lines  were  being  removed,  she  was  slowly  opening 
her  eyes  and  we  could  start  feeding  her  ice  cream.  Her  left  side  was  weak  and  her  speech  was 
minimal  and  slurred.  When  we  tried  to  sit  her  up  she  couldn't  hold  her  head  up  and  we  had  to  hold  it 
up  for  her. 

We  moved  her  from  the  I.C.U.  to  her  regular  room  the  same  day  Aundrea  was  discharged. 
Our  work  was  cut  out  for  us.  We  had  to  get  her  to  eat,  to  learn  to  sit  up  to  hold  her  head  up,  to  walk, 
am!  io  use  the  bathroom  again.  We  got  physical  therapy,  speech  therapy,  and  occupational  therapy 
lo  c  viduatc  Mary  and  to  start  treatment.  The  Dr's  told  us  we  could  take  her  home  soon  and  continue 
therapy  on  an  outpatient  basis.  The  day  finally  came  when  Mary  could  go  home.  She  was  weak. 
She  couldn't  take  two  steps  without  falling.  Her  body  was  skin  and  bones  with  a  protruding 
abdomen.  She  looked  as  if  she  had  been  through  the  battle  of  her  life,  which  she  had. 

Si<  months  have  passed.  Mary's  physical  therapy  is  done.  Her  blood  pressure  is  higher  than 
normal.  I  Icr  kidney's  are  functioning  well.  She  has  a  higher  chance  of  a  seizure  than  the  rest  of  us. 
Mary's  speech  is  still  slow  at  times  and  at  times  stutters.  No  one  is  sure  how  the  stroke  has  effected 
he;  cognitive  anilities.  Aundrea  is  still  getting  routine  urine  tests. 

No!  a  day  goes  by  that  I  don't  think  about  what  has  happened. 

Not ::  day  yocs  by  that  I  don't  worry  about  the  blood  transfusions,  their  kidney  functions,  and 


possible  lonu  term  effects. 


Not  a  day  goes  by  that  1  don't  hear  about  another  child  sick  from  E.Coli  and  hemolytic 
; in  "tic  syndrome.  1  cry  and  feel  sick  to  think  another  child  and  family  has  to  go  through  what  we 
!i  id  iieen  through. 

Vve  cannot  continue  to  let  our  children  suffer  and  die  from  something  that  can  and  should  be 
prevented,  from  something  that  is  stamped  U.S.D.A.  approved. 

Please  listen  to  all  these  stories  and  leam  about  the  devastating  effects  of  E.Coli  and 
hemolytic  uremic  syndrome. 

I  idp  us  prevent  this  nightmare  from  happening  to  another  innocent  child  and  family. 
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Fred  ?-.  Annalesa  Thomas 
Daughter:  KhaLese  Christine  Thomas  <age  3) 
4730  IM.E.  35th  Street 
Tacoma,  Washington   98422 


Januarv  It.  1993  began  a  nightmare  -for  our  family. 

As  we  watched  helplessly  while  our  two  ;ear  old  daughter  went 
through  pain  impossible  to  describe. 

She  had  been  having  bloody  stools  which  her  doctors  had  been 
checking  on.   Vet  E.Coli  0157:H7  was  not  being  looked  -for  at  this 
point.   Even  though  she  was  having  diarrhea  the  week  be-fore  the 
15th,  we  were  not  overly  concerned. 

The  night  of  the  15th  she  seemed  to  be  in  much  more  pain.   By- 
early  morning  I  knew  she  had  much  more  than  "just  the  flu".   I 
rushed  her  to  the  doctor,  she  laid  almost  lifeless  on  the  seat 
ne;:t  to  me  lifting  her  dead  only  to  say  "owee  owee  Mommie".   She 
was  admitted  to  Mary  Bridge  Hospital.   Mv  husband  and  I  spent  the 
next  seven  da/s  at  her  bedside  praving  we  would  not  lose  our 
little  girl . 

It  was  four  days  before  we  put  together  that  a  hamburger  my 
husband  ate  was  the  most  likely  cause  for  our  daughters  illness. 

Although  she  never  tested  positive  for  E.Coli.  0157:H7,  we  a.re 
sure  that  this  was  what  she  had  suffered  and  that  she  only  tested 
negative  because  so  much  time  had  past  before  she  was  tested. 

She  did  not  go  into  Hemolytic  Uremic  Syndrome,  however,  she 
experi  encsci  temp  or  ar  y  kidney  failure. 

She  also  had  to  undergo  two  exploratory  surgeries  after  she  was 
released  from  the  hospital  the  first  time,  to  determine  the 
damage  to  her  colon.   This  was  especial lv  traumatic  for  her 
because  just  the  sight  of  the  hospital  sent  her  into  hysterics. 

As  a  result  of  the  E.Coli  she  has  developed  Colitis  which  really 
restricts  her  diet  and  causes  her  to  have  bouts  of  bloodv  stool. 

She  might  eventual  1 v  loose  all  or  part  o+  her  colon. 

Because  of  her  diet,  she  remains  a  very  small  child  for  her  age. 
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The  who),  e  experience  has  caused  her  to  regress,  she:-  has  become 
very  babv  like  and  she  had  to  be  returned  to  a  bottle  for  bo1  h 
security  as  well  as  added  nourishment.   Likewise  we  had  to  return 
her  to  diapers  because  her  ability  to  ask  to  go  pott-,  seemed  to 
be  gone. 

She  is  making  slow  progress,  however,  she  is  easils  Frightened. 

All  we  can  do  as  parentis  is  help  her  with  today,  and  pras  far    her 
tomorrows. 


1  0  93 
THMSTST.WPS 
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Statement  of 

J.  Patrick  Boyle 

President  and  CEO,  American  Meat  Institute 

House  Committee  on  Government  Operations 
Subcommittee  on  Human  Resources  and 
Intergovernmental  Relations 
November  4,  1993 

Much  has  been  made  in  recent  months  of  the  disparity  in 
government  food  inspection  programs.  For  example,  for  every 
dollar  spent  to  inspect  meat  and  poultry  by  the  Food  Safety  and 
Inspection  Service,  only  12  cents  is  spent  to  inspect  the 
remainder  of  the  food  supply  by  the  Food  and  Drug  Administration. 
For  every  FDA  food  inspector,  the  Food  Safety  and  Inspection 
Service  employs  eight  meat  and  poultry  inspectors.   And  for  every 
plant  inspected  by  FSIS,  FDA  inspects  three. 

In  sum,  FSIS  inspects  one-third  the  food  plants  with  eight 
times  the  budget  and  eight  times  the  staff.   More  than  one 
million  taxpayer  dollars  are  spent  every  day  to  inspect  meat  and 
poultry  products. 

Meanwhile,  CDC  statistics  show  that  only  one-fourth  of 
foodborne  illness  outbreaks  result  from  the  products  FSIS 
inspects.   Furthermore,  those  statistics  indicate  that  77  percent 
of  foodborne  illness  outbreaks  are  triggered  by  mistakes  made  in 
commercial  kitchens  —  a  link  in  the  food  chain  monitored  to 
varying  degrees  by  state  and  county  health  departments,  with 
oversight  from  FDA. 

Vice  President  Gore's  "Reinventing  Government"  report 
highlights  some  of  the  regulatory  problems  and  inconsistencies 
that  result  from  the  current  inspection  programs  at  FDA  and  FSIS. 
It  observes  that  meat  and  poultry  products  must  be  inspected 
daily,  while  shellfish,  which  have  the  same  risk  of  causing 
foodborne  illness,  are  not  required  to  be  federally  inspected  at 
all. 

With  respect  to  enforcement,  the  report  points  out  that  if 
FDA  finds  unsanitary  conditions  or  contaminated  products, 
compliance  is  usually  voluntary  because  the  agency  lacks  FSIS's 
power  to  close  plants,  withhold  inspection  or  detain  suspected  or 
known  contaminated  products.   And  if  one  agency  refers  a  problem 
to  another,  follow  up  is  at  best  slow  and  at  worst  ignored. 

The  report  also  notes  that  there  are  no  fewer  that  21 
agencies  engaged  in  research  on  food  safety,  often  duplicating 
each  others  efforts,  and  that  we  not  progressing  fast  enough  in 
understanding  and  over-coming  life-threatening  illnesses. 
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The  report  correctly  points  out  that  USDA  relies  primarily 
on  inspection  by  touch,  sight  and  smell.   It  calls  for  more 
modern  and  reliable  methods  based  on  science. 

Under  the  report's  recommendations,  the  FDA  would  handle  all 
food  safety  regulations  and  inspection,  spanning  the  work  of  the 
many  different  agencies  now  involved.   The  new  FDA  would  have  the 
power  to  require  all  food  processing  plants  to  identify  the 
danger  points  in  their  processes  in  which  safety  inspections 
would  focus,   where  and  how  inspections  are  carried  out,  not  the 
number  or  frequency  of  inspections,  would  determine  the 
efficiency  of  the  system. 

The  FDA  would  also  develop  a  rigorous,  scientifically-based 
system  for  conducting  inspections. 

The  report  concludes  by  stating  that  we  should  employ  the 
full  power  of  modern  technology  to  detect  the  presence  of 
microbes,  giving  Americans  the  best  possible  protection. 
Whenever  possible,  reporting  should  be  automated  so  that  high 
risk  foods  and  high  risk  food  processors  can  be  identified 
quickly.   Enforcement  powers  should  be  uniform  for  all  types  of 
foods  with  incentives  built  in  to  reward  business  with  strong 
safety  records. 

Whether  or  not  the  recommendations  from  Vice  President 
Gore's  report  are  acted  on  with  respect  to  consolidating 
inspection  at  FDA  -  this  report  could  provide  a  blueprint  for 
modernizing  and  improving  our  approach  to  food  safety  and  food 
inspection.   At  a  minimum,  it  should  also  serve  as  a  wake-up-call 
to  USDA's  Food  Safety  and  Inspection  Service,  encouraging  the 
agency  to  accelerate  the  process  of  inspection  modernization, 
proceed  with  their  Hazard  Analysis  and  Critical  Control  Point 
(HACCP)  initiative,  and  shift  their  emphasis  from  inspection  to 
prevention. 

Preventing  foodborne  illness  is  only  one  component  of 
federal  food  inspection  programs,  but  it  is  the  most  important 
part.   The  entire  debate  over  "Reinventing  the  Federal  Food 
Safety  System"  centers  not  on  where  our  programs  are 
headquartered  nor  who  has  jurisdiction,  but  on  preventing  public 
health  hazards. 

If  we  truly  intend  to  move  forward  with  a  more  effective 
Federal  food  safety  system,  then  all  affected  parties  must  agree 
on  one  point:   let  science  drive  the  issues  and  the  reform 
initiatives.   Only  science  can  break  the  gridlock. 

For  too  long,  labor,  consumer  groups,  government  and 
industry  have  deadlocked  over  issues  having  nothing  to  do  with 
public  health.   Entire  food  safety  bills  have  been  derailed  over 
such  things  as  whist leblower  protection,  which  has  nothing  to  do 
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with  protecting  consumers'  health. 

NAS  Report  on  Meat  and  Poultry  Inspection 

If  the  recommendations  in  Vice  President  Gore's  report  on 
reinventing  government  sound  familiar,  it  is  because  they  are  not 
dissimilar  from  the  recommendations  cited  in  a  1985  report  from 
the  National  Academy  of  Sciences  and  from  similar  recommendations 
from  industry  groups,  including  the  American  Meat  Institute. 

In  its  1985  study  on  meat  and  poultry  inspection,  NAS 
recommended  that  USDA's  Food  Safety  and  Inspection  Service 
develop  a  Hazard  Analysis  and  Critical  Control  Point,  or  HACCP, 
approach  to  monitoring  food  safety. 

The  NAS  Study  generally  concluded  that: 

•  Consumers  have  a  high  level  of  confidence  that  meat  and 
poultry  products  are  safe  and  wholesome. 

•  That  new  programs  and  procedures  instituted  by  FSIS  in 
slaughter  and  processing  areas  are  unlikely  to  reduce  those 
aspects  related  to  public  health  protection,  however,  such 
changes  need  to  be  well-defined  in  terms  of  relevant  public 
health  issues. 

•  And  that  there  is  a  positive  willingness  to  change  at 
USDA/FSIS  in  order  to  provide  short  and  long  range  policy 
management  systems  that  accommodate  new  technologies. 

In  order  to  effectively  implement  these  conclusion,  the  NAS 
study  recommended  that: 

•  Personnel  skills  within  FSIS  management  should  reflect  an 
interdisciplinary  concept  such  that  not  one  profession 
(discipline)  is  dominant. 

•  That  policies  and  programs  should  more  adequately  reflect  what 
is  and  is  not  "critical"  in  terms  of  public  health  risk. 

•  And  that  these  programs  should  clearly  focus  on  identifying  the 
source  and  risk  of  potential  problems  and  establishment  of 
management  systems  for  prevention  at  the  source. 

NAS  encouraged  FSIS  to  apply  HACCP  concepts  to  each  and 
every  step  in  plant  operations  and  all  types  of  enterprises 
involved  in  production,  processing,  storage  and  ultimate 
utilization  of  meat  and  poultry  products. 

NAS  said  hazards  should  clearly  be  defined  as  those 
associated  with  public  health  risk.  By  focusing  on  hazards  and 
control  points  related  to  public  health  concerns  over  those  which 
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are  aesthetic  and  unrelated  to  public  health,  FSIS  could  attain 
the  highest  degree  of  public  health  protection  within  available 
resources. 

Continuous  inspection  is  not  needed  to  ensure  food  safety  in 
meat  and  poultry  processing  plants  in  which  critical  control 
points  have  been  identified  and  are  being  controlled  and 
monitored  by  a  qualified  staff.   The  NAS  report  stressed  that  the 
identification  of  critical  control  points  is  the  very  foundation 
for  constructing  any  modern  quality  control  system. 

One  problem  with  traditional  meat  and  poultry  inspection  is 
that  an  inordinate  amount  of  time  and  effort  is  spent  on 
relatively  minor  deficiencies  which  have  no  relation  to  public 
health  risk  or  economic  adulteration.   This  wastes  precious 
resources  and  puts  public  health  at  risk. 

Using  HACCP  principals  both  within  companies  and  in  the 

Federal  meat  and  poultry  inspection  system,  both  FSIS  and  the 

industry  could  direct  available  resources  to  the  most  important 
problem  areas. 

Inspection  Must  Change  to  Focus  on  Preventing  Pathogens 

The  1985  NAS  report  also  stated  that  "The  inspection  system 
is  not  designed  to  detect  human  pathogens  unless  they  produce  an 
observable  lesion  (in  animals) .   This  therefore  raises  a 
fundamental  questions  as  to  what  the  current  inspection 
procedures  provide  for  the  public." 

I  would  like  to  address  the  microbial  hazards  today's 
inspection  system  is  not  designed  to  detect.   First,  because  they 
are  the  subject  of  much  misinformation  and  misunderstanding. 
Second,  because  they  pose  the  more  serious  public  health  hazard. 

The  slaughter  and  butchering  of  carcasses  is  intended  to  be 
carried  out  under  sanitary  conditions,  but  they  are  not 
surgically  sterile.   Animals  and  birds  may  sometimes  harbor 
microbes  on  exterior  or  interior  surfaces  (as  do  humans) . 

But  the  presence  of  microbes  does  not  necessarily  indicate 
health  risk.   Indeed,  any  unprocessed  food  is  virtually  certain 
to  carry  some  kind  of  microbiological  contaminant,  including 
fresh  fruits  and  vegetables,  milk,  eggs,  and  grains. 

Human  illness  occurs  only  if  the  microbe  reaches  the  human 
body  in  numbers  adequate  to  cause  infections,  and  at  a  time  when 
biological  defense  mechanisms  are  unable  to  respond  to  the 
challenge.   With  proper  slaughter,  processing  and  distribution; 
careful  food  handling  in  homes  and  restaurants;  and  adequate 
cooking,  the  microbial  risks  of  meat  and  poultry  to  the  consumer 
are  close  to  zero. 
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Conditions  are  not  always  perfect,  of  course,  and  one  may 
ask  whether  today's  traditional  "organoleptic"  meat  and  poultry 
inspection  (by  sight,  touch  and  smell)  can  adequately  protect  the 
public.   The  answer  is  no.  not  to  any  appreciable  degree. 

The  microbial  contamination  that  leads  to  human  health  risk 
is  not  sufficient  to  make  slaughtered  birds  or  animals  visibly 
ill,  and  in  most  cases  makes  up  only  a  tiny  fraction  of  the  total 
microbial  burden.   That  burden  as  a  whole  is  simply  not  generally 
detectable  by  organoleptic  inspection. 

This  should  not  surprise  us.   The  human  body,  too,  is 
covered  with  countless  microorganisms,  some  of  which  are  capable 
of  causing  disease  if  they  get  past  the  skin.   But  those 
microorganisms  cannot  be  seen,  of  felt,  or  smelled — and  they 
usually  cause  no  trouble. 

Shortcomings  of  Traditional  Meat  and  Poultry  Inspection 

In  summary,  traditional  organoleptic  inspection  of  freshly 
slaughtered  meat  and  poultry  has  almost  nothing  to  do  with  the 
protection  of  human  health. 

I  believe  that  the  focus  on  animal  disease  detection  and  the 
lack  of  focus  on  human  pathogens  is  the  most  significant  flaw  in 
USDA's  inspection  philosophy  and  has  been  the  root  cause  of  much 
of  the  negative  publicity  and  lack  of  public  confidence  that 
finally  resulted  in  the  Vice  President's  recommendation  to 
eliminate  FSIS  as  a  separate  agency. 

Simply  moving  FSIS  to  another  agency,  however,  is  not  the 
solution.   What  we  need  is  not  reorganization.   What  we  need  is  a 
new  system  that  is  science  driven. 

Last  February  Agriculture  Secretary  Mike  Espy  outlined  a  two 
track  program  to  modernize  the  inspection  system  and  reduce  the 
incidence  of  pathogens  in  raw  meat  and  poultry.   This  pathogen 
reduction  program  is  consistent  with  the  NAS  recommendations  and 
the  philosophy  outlined  in  the  Vice  Presidents'  report.   Industry 
supports  most  of  Secretary  Espy's  recommendations. 

We  supported  in  principle  two  components  of  the  FSIS  plan  - 
zero  tolerance  for  visible  defects  on  beef  carcasses  and  safe 
food  handling  labels  for  raw  meat  and  poultry.   Unfortunately, 
due  to  flawed  implementation,  these  efforts  have  resulted  in 
millions  of  dollars  in  unnecessary  cost. 

Suggestions  for  Improvement 

In  my  view,  the  key  for  FSIS  is  to  rely  more  on  scientific 
principles  as  the  agency  implements  the  NAS  recommendations  and 
as  it  responds  to  sudden  events  such  as  the  E.  coii  crisis. 
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FSIS  should  move  quickly  and  decisively  to  implement  HACCP 
and  provide  an  aggressive  HACCP  training  program  for  inspectors. 
The  recent  decision  to  postpone  a  proposed  rule  on  HACCP  erodes 
FSIS's  credibility. 

If  FDA  successfully  implements  HACCP  for  seafood  and  other 
FDA  regulated  products,  and  FSIS  is  unsuccessful  in  implementing 
a  HACCP  rule  for  meat  and  poultry,  consumers  and  industry  will 
suffer  and  the  pressure  to  consolidate  inspection  at  FDA  will 
increase.   Such  consolidation  is  a  non-solution  that  deflects 
attention  and  resources  from  the  real  problem. 

In  addition  to  successfully  implementing  HACCP  into 
inspection  reform  initiatives,  FSIS  must  effectively  communicate 
improvements  to  the  public.   Public  confidence  is  vital  to  the 
success  of  government  programs.   FSIS  must  restore  public 
confidence  in  meat  and  poultry  inspection  the  way  FDA  has  worked 
to  restore  public  confidence  in  its  regulation  of  the  food  and 
drug  industries. 

Finally,  and  most  importantly,  both  USDA  and  we  in  industry 
must  deliver  on  our  commitment  to  make  meat  and  poultry  products 
safer. 

How  Industry  Can  Help 

AMI  and  the  AMI  Foundation  have  already  developed  many 
technologies  to  control  pathogens  and  are  looking  to  establish 
more.   New  technology  using  mildly  acidic  carcass  sprays  and 
decontamination  procedures  offers  practical  means  to  reduce 
pathogens. 

Other  methods  of  reducing  pathogens  in  meat  packing  plants 
include  antimicrobial  dips,  such  as  the  trisodium  phosphate 
recently  approved  for  poultry;  more  sanitary  hide  removal,  using 
equipment  or  chemical  treatments  to  reduce  contamination,  and  the 
possibility  of  a  final  pathogen  reducing  treatment  such  as 
cooking  or  irradiation. 

We  also  need  to  look  to  the  farm  and  livestock  production  as 
critical  parts  of  the  process  where  pathogens  can  be  minimized  or 
destroyed.   In  the  poultry  industry,  for  example,  growers  are 
trying  to  breed  Salmonella  resistant  chicks.   Probiotics  may  also 
be  useful  in  controlling  harmful  microorganisms  in  live  animals. 

As  we  look  further  down  the  food  chain  through  distribution, 
retailing  and  handling,  there  are  critical  points  in  the  process, 
including  safe  storage  temperatures  to  prevent  microbial  growth, 
and  observing  safe  cooking  temperatures. 

This  Administration  has  stated  its  commitment  to  change  the 
way  government  works  —  including  the  way  meat  and  poultry  are 
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inspected.   The  neat  and  poultry  industry  supports  constructive 
change  —  but  not  change  simply  for  the  saXe  of  change. 

We  must  move  forward  in  developing  science-based 
initiatives,  including  HACCP,  to  improve  the  safety  of  meat  and 
poultry  products. 

11/93 
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Mr.  Chairman  and  Members  of  the  Subcommittee: 

On  behalf  of  the  National  Pork  Producers  Council,  I  am  pleased  to  have  this 
opportunity  to  share  our  views  on  "Reinventing  the  Federal  Food  Safety 
System  -  U.S.  Department  of  Agriculture's  (USDA)  Progress  in  Reforming 
Meat  and  Poultry  Inspection."    The  National  Pork  Producers  Council  (NPPC) 
represents  approximately  85,000  pork  producers  through  45  state 
affiliates.     Our  members  account  for  more  than  90  percent  of  this  nation's 
pork  production. 

It  is  essential  that  we  as  pork  producers  meet  consumer  expectations  for 
safe,  wholesome  pork  products.    U.S.  pork  producers  have  long  understood 
the  importance  of  producing  a  product  in  which  our  domestic  and 
international  consumers  could  have  the  utmost  confidence.     We  believe 
USDA's  Food  Safety  and  Inspection  Service  (FSIS)  on-going  reputation  as  a 
modern,  science-based  agency  is  of  critical  importance.     We  are  operating 
in  a  global  market  and  our  system  for  food  safety  must  be  acknowledged 
by  our  current  and  potential  export  market  customers  as  at  least 
equivalent  to  theirs,  if  not  the  best  in  the  world. 

Progress    in    Reform    of    Meat    and    Poultry    Inspection    Programs 

We  are  encouraged  by  the  resolve  of  Secretary  of  Agriculture  Mike  Espy, 
Assistant  Secretary  for  Marketing  and  Inspection  Services  Eugene 
Branstool  and  Administrator  of  the  Food  Safety  and  Inspection  Service 
Russell  Cross  in  addressing  the  complex  area  of  reforming  the  current 
meat   and   poultry   inspection   system.      Their  "two-track   approach"  will 
afford  us  the  opportunity  to  make  significant  advances  in  implementing  a 
truly  science-based  meat  and  poultry  inspection  system. 

Substantial  progress  has  been  made  in  recent  months  in  gathering 
information  that  will  assist  our  efforts  to  make  meaningful  changes  in 
the  current  inspection  system.     FSIS  has  held  six  public  hearings  allowing 
all  constituents  the  opportunity  to  comment  on  FSIS's  Strategic  Plan  and 
Pathogen  Reduction  Program.     In  addition,  both  documents  were  open  for 
comment  through  the  Federal  Register.    The  "World  Congress  on  Meat  and 
Poultry  Inspection"  held  in  October  also  allowed  other  countries  to 
discuss  their  ideas  for  improvements  in  meat  and   poultry  inspection. 
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The  "Conference  on  Regulatory  Programs  of  the  Future"  affords  the 
opportunity  for  all  constituents  to  again  review  the  current  progress  and 
provide  suggestions  for  the  continued  development  of  the  new  system.     In 
addition,  USDA's  upcoming  Hazard  Analysis  and  Critical  Control  Point 
(HACCP)  roundtable  will  provide  an  opportunity  for  experts  to  discuss  the 
actual  design  and  implementation  of  this  approach  to  meat  and  poultry 
inspection. 

Moreover,  FSIS  has  instituted  a  Risk  Analysis  Program  and  obtained 
research  authority  that  will  be  critical  to  directing  research  on  high 
priority  areas  for  the  agency.     The  development  of  rapid  detection  tests 
for  the  presence  of  potential  pathogens  is  one  of  the  tools  that  will  aid 
meat  packers  and  processors  in  implementing  and  verifying  their  HACCP 
systems.     FSIS  has  published  their  criteria  for  these  types  of  tests 
recently  in  the  Federal    Register.    To  provide  better  insight  into  the  public 
health  aspects  of  foodborne  illness  prevention  and  detection,  FSIS  will  be 
stationing  a  representative  at  the  Centers  for  Disease  Control  and 
Prevention  as  well  as  developing  a  Public  Health  Program. 

From  our  perspective,  these  are  extremely  positive,  necessary  steps  in 
developing  a  risk-based,  scientifically  sound  meat  and  poultry  inspection 
system. 

Current    Food    Safety    System 

There  is  no  question  that  the  routine  detection  of  potential  pathogens  on 
raw  meat  or  poultry  products  is  beyond  the  scope  of  the  present 
inspection  system.    The  system  currently  in  use  was  designed  to  be  an 
organoleptic  inspection  that  detected  abnormalities  that  are  now  less 
common  in  animal  agriculture  today.    The  current  system  does  a  good  job 
with  antemortem  inspection  of  only  allowing  healthy  animals  to  enter  the 
food  chain.     The  post-mortem  inspection  functions  to  detect  abnormalities 
of  public  health  significance.     However,  FSIS  has  recognized  that 
additional  changes  and  enhancements  are  necessary  to  modernize  the 
current  system  to  one  based  on  potential  risks  and  current  scientific 
technology. 
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Optimal    Federal    Food    Safety    System 

The  optimal  food  safety  inspection  system  should  be  based  on  the  best 
science  available  and  a  prioritization  of  the  public  health  risks.     Baseline 
microbiological  studies  are  a  critical  step  to  determine  the  potential 
problems   and  identify  the  most  likely  critical   control   points. 

HACCP  should  be  the  centerpiece  of  any  program  designed  to  modernize  the 
U.S.  meat  inspection  system.     Controlling,  monitoring  and  verifying 
processing  systems  is  clearly  more  reliable  and  better  able  to  ensure  the 
safety  of  a  product  than  reliance  on  end-point  testing.     There  clearly 
needs  to  be  appropriate  flexibility  to  concentrate  resources  where 
potential  public  health  problems  exist.     FSIS  needs  to  verify  that  HACCP 
plans  are  being  followed. 

Research  will  continue  to  be  a  key  component  of  a  food  safety  system  to 
allow  continuous  improvements  to  be  made.    Much  more  needs  to  be  known 
about  the  epidemiology  of  potential  human  pathogens  on-farm  and 
throughout  the  food  chain.    At  the  same  time,  we  must  also  strive  to  be 
early  adopters  of  technological  advances  that  will  enhance  food  safety. 

It  would  appear  that  the  Animal  Plant  and  Health  Inspection  Service 
(APHIS)  should  receive  statutory  authority,   responsibility  and   resources 
to  work  on-farm  with  agricultural  producers  as  more  information  becomes 
available  about  preharvest  food  safety  techniques.     APHIS  has  the  on-farm 
background  and  through  other  programs  has  developed  working 
relationships  with  farmers. 

In  addition,  public  education  needs  to  be  part  of  any  system.  Educational 
programs  for  all  segments  of  the  food  chain  on  their  responsibilities  and 
role  in  maintaining  the  safety  of  the  food  supply  is  fundamental. 

We  believe  there  are  insufficient  resources  to  monitor  for  foodbome 
illness,  to  conduct  epidemiological  investigations  of  suspected  foodborne 
outbreaks,  and  to  collect  and  distribute  timely  reports  to  key  participants 
in  the  food  chain.     This  information  is  not  only  necessary  to  provide 
feedback  to  the  stakeholders  with  responsibility  for  implementing  an 
improved  meat  inspection  system,  but  to  prioritize  where  scarce 
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government  resources  should  be  directed  in  the  future. 

USDA    as    Lead   Agency    In    Meat    and    Poultry    Inspection 

For  several  reasons,  we  support  the  continuation  of  USDA  serving  as  the 
lead  agency  on  meat  and  poultry  inspection.    USDA  is  currently 
implementing  a  number  of  new  progressive  food  safety  approaches  and 
programs  that  will  improve  our  nation's  system  of  meat  inspection.     Such 
efforts  should  not  be  delayed  or  disrupted  by  an  unnecessary  movement  or 
transfer  of  functions  from  one  location  to  another. 

In  addition,  with  the  emphasis  on  approaching  food  safety  with  a  "farm  to 
table"  approach,  USDA  has  the  experience  and  the  tools  to  work  most 
effectively  with  everyone  from  the  farmer  to  the  consumer  to  ensure  the 
safety  and  wholesomeness  of  our  meat  and  poultry  products. 

We  do  not  believe  any  other  agency  in  the  federal  government  is  more 
capable  of  making  the  necessary  modifications  in  our  meat  inspection 
system  than  USDA's  Food  Safety  and  Inspection  Service.    USDA  is  truly  in 
the  best  position  to  verify  the  integrity  and  safety  of  our  meat  and  poultry 
supply  throughout  the  continuum  of  the  food  chain.    The  same  is  true  for 
seafood  inspection,  with  USDA  in  the  best  position  to  handle  this  federal 
program  of  inspection. 

Conclusion 

The  current  public  attention  on  food  safety  concerns  provides  us  with  a 
tremendous  opportunity  to  make  significant  advances  in  implementing  a 
truly  science-based  meat  and  poultry  inspection  system.     NPPC 
appreciates  the  opportunities  we  have  had  to  participate  in  the 
development  of  strategic  plans  and  programs  to  address  food  safety 
concerns.    Pork  producers  are  ready  to  do  their  part  to  address  their 
responsibilities  in  providing  a  safe  and  wholesome  product  to  consumers. 
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1101  VERMONT  AVENUE  N.W.,  SUITE  710        •        WASHINGTON,  D.C.  20005-3521 
PHONE  202-789-0007  •  800-321-1473  •  FAX  202-842-4360 


November  16,  1993 

The  Honorable  Edolphus  Towns,  Chairman 
Subcommittee  on  Human  Resources 
and  Intergovernmental  Relations 
Committee  on  Government  Operations 
2157  Rayburn  House  Office  Building 
Washington,  DC  20515-6143 

Dear  Mr.  Chairman: 

I  am  pleased  to  provide  you  with  the  attached  statement  for  inclusion  in  the  written  hearing 
record  of  the  November  4  hearing  on  "Reinventing  the  Federal  Food  Safety  System  —  USDA's 
Progress  in  Reforming  Meat  and  Poultry  Inspection." 

Veterinary  medicine  is  uniquely  situated  to  contribute  to  this  policy  debate,  embodying  expertise 
along  the  entire  spectrum  from  farm  to  fork,  including  vast  experience  and  knowledge  in  the 
areas  of  animal  and  human  health.  If  we  may  be  of  further  assistance  to  you  or  your 
subcommittee  staff,  please  contact  Senior  Policy  Specialist  Marcia  Brody  in  our  Governmental 
Relations  Division  at  (202)789-0007.  The  veterinary  medical  profession  stands  ready  to  assist 
however  it  can. 

Thank  you  for  this  opportunity  to  contribute  these  thoughts. 

Sincerely, 

Leon  H.  Russell,  DVM,  PhD 
President 
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Reinventing  the  Federal  Food  Safety  System 

Statement  of  the  American  Veterinary  Medical  Association 

November,  1993 

On  behalf  of  its  more  than  54,000  members,  the  American  Veterinary  Medical  Association  is 
pleased  to  contribute  to  the  hearing  record  on  the  issue  of  food  safety  and  USDA's  progress  in 
reforming  meat  and  poultry  inspection.  Veterinary  medicine  has  a  several  hundred  year  history 
of  contributions  to  this  issue  and  is  the  only  profession  concerned  with  both  animal  and  human 
health  that  is  involved  in  the  full  spectrum  of  food  safety  -  from  the  conception  of  the  animal 
through  consumption  of  the  food  products  by  humans.  For  this  reason,  veterinary  medicine  is 
and  has  been  in  a  pivotal  position  to  play  a  key  role  in  improving  the  safety  and  quality  of  foods 
of  animal  origin. 

Some  of  the  major  points  contained  in  our  statement  include: 

♦  Food  safety  programs  should  be  based  on  scientifically  sound  principles  of  Hazard 
Analysis  Critical  Control  Points  (HACCP). 

♦  The  Food  Safety  and  Inspection  Service's  Strategic  Plan  and  Pathogen  Reduction 
Program  are  a  good  start,  but  require  additional  focus  and  definition. 

♦  Food  safety  efforts  must  be  in  place  along  the  entire  continuum  from  production 
to  consumption. 

♦  The  problem  of  microbial  contamination  of  food  products  requires  different 
solutions  than  the  problems  of  chemical  residues,  parasitic  infestations, 
neoplasms,  tumors  and  physical  defects. 

♦  The  detection  and  control  of  microbial  hazards  must  not  take  place  at  the  expense 
of  protection  against  chemical  contaminants,  lesions,  abscesses  and  other 
abnormalities. 

♦  The  public  health  value  of  post-mortem,  organoleptic  inspection  of  animal 
carcasses  should  not  be  trivialized. 

♦  An  effective  federal  program  must  be  an  integrated  effort  that  cooperatively 
coordinates  with  state  and  industry  programs. 

♦  Education  efforts  at  the  wholesale,  foodservice,  retail  and  consumer  levels  are 
appropriate  first  steps  to  pursue  and  will  result  in  cost-effective  improvements  in 
food  safety. 
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♦  Many  of  the  precursors  for  pre-harvest  food  safety  improvements  are  already  in 
place  and  programs  should  be  developed  jointly  with  veterinarians,  producers  and 
state  animal  health  authorities. 


♦  The  American  Veterinary  Medical  Association  is  dedicated  to  assuring  that  foods 
of  animal  origin  are  wholesome  in  nature  and  free  of  harmful  chemical,  parasitic, 
microbiological  or  pharmaceutical  contaminants. 

♦  AVMA  promotes  responsible  animal  production  to  increase  the  safety  and  quality 
of  animal  products  from  healthy  animals  and  is  committed  to  pursuing  appropriate 
educational,  legislative  and  regulatory  measures  to  meet  these  goals. 


To  be  effective,  food  safety  programs  must  be  based  on  sound  scientific  principles  and 
established  principles  of  public  health  -  not  driven  by  popular  misconceptions  and  hasty  political 
reactions  to  potentially  misinformed  public  pressure.  Analysis  of  true  risks  to  public  health  and 
effective  strategies  to  counter  those  risks  at  their  critical  control  points  provide  the  only  feasible 
option  for  long-term  effective  policy.  The  program  must  also  be  realistic  —  achievable  within 
standard,  affordable  production  and  processing  practices. 

The  AVMA  applauds  the  general  concepts  expressed  in  the  FSIS  Strategic  Plan  and 
accompanying  Pathogen  Reduction  Program  that  were  released  in  May,  1993.  We  believe  that 
this  comprehensive  campaign  has  great  promise,  but  will  require  additional  focus  and  definition 
in  order  to  realize  its  full  potential. 

As  the  federal  government  moves  forward  in  addressing  food  safety,  it  is  important  to  keep  in 
mind  that  each  class  of  contaminants  is  unique  and  requires  a  different  approach.  Problems 
posed  by  microbial  contamination  and  methods  to  control  it  are  significantly  different  from  those 
presented  by  chemical  residues  and  parasitic  infestations.  Chemical  contamination  requires 
control  points  at  the  preharvest  stage  to  detect  and  eliminate  the  contamination  prior  to  slaughter. 
Similarly,  most  parasites  can  be  detected  and  eliminated  from  the  live  animal  through  the 
judicious  use  of  medications,  which  are,  in  turn,  eliminated  from  the  body  prior  to  slaughter. 

Bacteria,  on  the  other  hand,  are  ubiquitous  in  nature.  One  can  attempt  to  eliminate  pathogenic 
organisms,  or  to  reduce  them  to  inconsequential  levels,  but  there  remains  the  constant  danger 
of  recontamination  and  regrowth  as  a  result  of  improper  handling  or  storage.  Even  small 
numbers  of  microbes  can  rapidly  increase  when  foods  are  not  handled  properly. 

One  deficiency  of  the  USDA  Pathogen  Reduction  Program  is  its  scope.    It  does  not  address  all 
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of  the  strategies  for  pathogenic  risks  along  the  entire  chain  from  farm  to  fork.  Instead,  it  seems 
to  focus  all  microbial  controls  back  to  the  production  level.  Simply  focusing  on  minimizing 
microbial  contamination  at  production  fails  to  recognize  the  importance  of  minimizing  the 
probability  of  later  contamination  and  microbial  growth  through  the  assurance  of  proper  handling 
and  storage  procedures. 

Likewise,  although  we  support  USDA's  efforts  to  develop  improved  technology  to  detect  and 
prevent  microbial  contamination,  we  believe  it  must  not  be  done  at  the  expense  of  thorough 
organoleptic  examination  and  testing  for  chemical  residues.  We  know  of  no  way  other  than 
organoleptic  examination  to  detect  tumors,  parasitic  lesions,  foreign  body  abscesses  and  similar 
abnormalities.  The  food  safety  program  must  provide  a  comprehensive  evaluation  to  assure  the 
wholesomeness  of  the  food  product  and  its  freedom  from  all  types  of  contamination.  The 
Pathogen  Reduction  Program  is  an  ambitious  undertaking  of  broad  scope  that,  for  technical, 
budget  and  political  reasons,  is  unlikely  to  be  implemented  in  a  short  time.  We  believe  a 
sequenced  implementation  on  a  priority  basis  will  achieve  the  greatest  effect  in  the  shortest 
period. 

From  a  pragmatic  standpoint,  we  believe  that  addressing  consumer  awareness  and  food  service 
and  retail  activities  offer  one  of  the  best  areas  for  short-term  gains  in  food  safety.  Consumers 
must  be  made  aware  that  food  is  not  a  sterile  product  and  that  the  potential  for  contamination 
always  exists.  Improper  handling,  storage  at  temperatures  conducive  to  bacterial  growth  and 
incomplete  cooking  magnify  those  risks  and  increase  the  probability  of  foodborne  illness.  The 
AVMA  applauds  the  efforts  of  USDA  and  Secretary  Espy  to  expedite  the  use  of  safe  handling 
and  cooking  labels  and  leaflets  for  meat  and  poultry. 

Proper  handling,  storage  and  preparation  throughout  the  food  chain  can  prevent  a  large  segment 
of  the  foodborne  illness  problem.  Wholesalers,  transporters,  and  retailers  must  be  trained  in  and 
adhere  to  proper  methods.  Consumers  must  be  knowledgeable  about  the  food  products 
purchased  and  make  sure  they  are  properly  handled,  stored  and  prepared  prior  to  consumption. 
Food  handlers  in  stores  and  restaurants  must  receive  adequate  training  in  food  safety  and 
sanitation. 

A  major  concern  about  food  safety  regulation  today  is  the  fragmentation  of  the  effort  among 
scattered  (and  often  competing)  federal  agencies  and  departments.  According  to  the  General 
Accounting  Office,  12  federal  agencies  administer  as  many  as  35  different  laws  directed  at  food 
safety  and  quality  assurance.  The  inevitable  problems  of  territorial  disputes,  finger-pointing  and 
gaps  in  statutory  authority  for  needed  action  are  a  major  hindrance  to  effectiveness  and 
efficiency,  working  to  the  detriment  of  the  public  that  is  supposed  to  be  protected.  The 
American  public  needs  an  integrated  food  safety  regulatory  program  directed  by  a  single  agency 
or  with  clearly  defined,  cooperative  responsibilities  shared  among  participating  federal  agencies, 
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working  under  a  shared  leadership.  The  integrated  federal  component  must  work  cooperatively 
with  state  and  local  governments  and  with  industry  and  health  professionals  in  a  common  effort 
with  shared  goals  and  objectives  to  serve  the  public's  best  interest. 

The  food  safety  initiative  or  agency  must  be  managed  by  people  who  understand  the  problems 
of  food  quality  assurance  from  the  commercial,  as  well  as  consumer,  viewpoints.  It  should  be 
managed  by  people  who  have  both  academic  knowledge  and  field  experience  in  food  production, 
inspection  and  regulation,  so  that  they  are  able  to  see  the  broad  picture  and  balance  issues  and 
options  in  a  holistic  framework. 

An  effective  food  safety  program  must  also  incorporate  the  27  state  meat  inspection  programs, 
which  were  not  mentioned  in  the  FSIS  Strategic  Plan.  These  programs  are  currently  responsible 
for  inspecting  more  than  3000  meat  and  poultry  plants  and  provide  half  of  the  funding  for  the 
programs  in  more  than  half  of  the  states.  The  leadership  of  these  state  programs  must  be 
included  in  the  federal  planning  and  decisionmaking  process,  or  the  states  may  not  continue  to 
fund  their  programs,  which  would  in  turn  place  a  significantly  increased  financial  burden  on  the 
federal  treasury. 

Many  of  the  basic  requirements  for  enhancing  pre-harvest  food  safety  and  pathogen  reduction 
are  already  in  place  or  could  be  developed  based  upon  existing  models.  Animal  identification 
and  trace-back  mechanisms  could  be  vastly  improved  simply  by  requiring  FSIS  inspectors  to 
collect  all  of  the  identifying  information  that  accompanies  an  animal  (such  as  ear  tags  or  other 
devices,  rather  than  backtags  only),  until  systems  such  as  microchip  identification  become 
available. 

The  federal  government  should  also  draw  upon  and  encourage  programs  such  as  state  and 
industry  quality  assurance  programs,  which  are  based  on  cooperative  efforts  between  producers 
and  veterinarians.  These  programs,  which  are  actively  pursued  in  the  dairy,  beef,  poultry  and 
pork  industries,  have  already  proven  effective  in  residue  prevention  and  food  quality  assurance. 
They  should  be  encouraged  as  cost-effective,  affordable  and  acceptable  models  for  future  efforts. 

Public  misunderstanding  of  the  current  food  safety  program  is  widespread,  and  reaches  to  the 
highest  levels  of  government,  as  evidenced  by  Vice  President  Gore's  disparaging  remarks  about 
meat  and  poultry  inspection  in  a  television  interview.  Careful  organoleptic  inspection  can 
identify  most  areas  of  abnormal  tissue  and  provides  an  excellent  opportunity  to  scientifically 
screen  each  carcass  to  detect  signs  of  illness  that  affect  the  safety  or  quality  of  the  meat.  The 
Vice  President's  failure  to  recognize  the  importance  of  organoleptic  inspection  signifies  a  failure 
of  current  food  safety  regulators  to  educate  fellow  officials  about  their  programs  and  the 
principles  upon  which  they  are  built. 
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The  AVMA  is  committed  to  working  with  producers,  federal  and  state  regulatory  agencies,  and 
consumer  groups  to  define  and  implement  a  comprehensive,  coordinated  and  effective  food 
safety  program.  We  look  forward  to  working  with  the  Congress,  the  Administration,  state  and 
local  officials,  private  and  consumer  interests  to  collectively  pursue  appropriate  educational, 
legislative  and  regulatory  measures  to  meet  these  goals. 
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Diane  E.  Thompson 

November  17,  1993 


Honorable  Edolphus  Towns 

Chairman 

Subcommittee  on  Human  Resources 

and  Intergovernmental  Relations 
U.S.  House  of  Representatives 
B-372  Rayburn  House  Office  Building 
Washington,  D.C.  20515 

Dear  Mr.  Chairman: 

Members  of  the  Safe  Food  Coalition  (SFC)  appreciate  your 
invitation  to  appear  before  the  Human  Resources  and 
Intergovernmental  Relations  Subcommittee  on  November  4,  1993  to 
present  our  views  on  USDA's  longstanding  failure  to  reform  meat  and 
poultry  inspection  to  adequately  protect  public  health. 

We  also  appreciate  the  opportunity  to  respond  to  the  charge, 
made  by  the  National  Cattlemen's  Association,  that  the  SFC  has 
impeded  USDA's  attempts  to  reform  meat  and  poultry  inspection.  The 
charge  is  untrue.  We  believe  it  arose  from  the  Cattlemen's  dismay 
that,  after  several  years  in  which  consumers  and  public  health 
experts  were  excluded  from  all  decisionmaking  at  USDA,  Secretary 
Espy  and  Assistant  Secretary  Branstool  have  met  with  us,  heard  our 
concerns,  and  allowed  consumers,  as  well  as  industry 
representatives,  to  comment  on  the  proposed  Hazard  Analysis  and 
Critical  Control  Point  (HACCP)  system  in  an  organized  fashion 
before  the  Department  arrives  at  its  position  on  this  program. 

In  opening  the  process,  the  Secretary  and  Assistant  Secretary 
have  reversed  a  position  taken  by  the  Department  during  the  past 
several  years  when  USDA  officials  refused  to  allow  consumer 
representatives  to  participate  in  the  development  of  the  HACCP 
program.  Assistant  Secretary  Branstool  has  told  us  he  believes 
that  an  open  decisionmaking  process  on  HACCP  will  lead  to  a  better 
program. 

We  believe  Secretary  Espy  and  Assistant  Secretary  Branstool 
have  done  the  right  thing.  As  citizens  and  taxpayers,  we  have  a 
right  to  petition  our  government  and  to  make  known  our  views  about 
what  constitutes  an  adequate  meat  and  poultry  inspection  system. 
In  fact,  it  is  our  view  that  government  officials  have  an 
obligation  to  hear  and  consider  our  concerns.  In  any  case,  Messrs. 
Espy  and  Branstool  have  accorded  our  views  no  more  consideration 
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than   has   always   been   granted   to   the   National   Cattlemen's 
Association. 

In  order  to  make  the  record  clear,  I  am  including  a  chronology 
of  our  discussions  with  the  Assistant  Secretary  and  copies  of  the 
memoranda  circulated  to  other  members  of  the  SFC  to  keep  them 
abreast  of  our  discussions  with  the  Department. 

The  SFC  believes  the  HACCP  system  of  process  control  holds 
promise  for  improving  food  safety  and  reducing  human  illness.  We 
have  so  stated  on  a  number  of  occasions.  Our  concern  about  the 
role  and  structure  of  the  system  arises  from  the  fact  that  USDA 
intends  to  make  HACCP  a  major  element  of  the  meat  and  poultry 
inspection  system.  Meat  and  poultry  inspection  are  paid  for  by  tax 
dollars  and  the  U.S.  government  warrants  that  inspected  products 
are  "wholesome."  Since  this  is  a  public,  taxpayer  supported 
activity  presumably  conducted  in  order  to  protect  public  health,  we 
assert  that  the  public  has  an  immutable  right  to  review  the  data  on 
which  the  inspection  system  is  to  be  based  and  to  judge  whether  the 
program  is  adequate  to  protect  public  health. 

Since  1989,  we  have  consistently  sought  the  information 
necessary  to  determine  if  the  HACCP  system  envisioned  by  FSIS  will 
make  food  cleaner,  safer  and  less  likely  to  cause  foodborne 
illness.  We  have  tried  to  participate  actively  in  the  development 
of  HACCP.  However,  USDA  refused  us  any  meaningful  or  constructive 
role  in  the  process.  The  Department  rejected  our  requests  to 
participate  in  the  meetings  where  government  and  industry  conferred 
and  agreed  upon  critical  control  points  and  the  shape  of  the  HACCP 
programs.  Our  representatives  were  required  to  sit  silently  in  the 
back  of  the  room  while  these  discussions  took  place.  Further, 
there  are  no  consumer  representatives  in  the  main  outside  group 
advising  FSIS  on  the  structure  of  its  HACCP  program,  the  National 
Advisory  Committee  on  Microbiological  Criteria. 

Although  FSIS  officials  occasionally  met  with  us  to  "seek  our 
views"  on  HACCP,  they  told  us  the  restrictions  of  the  rulemaking 
process  made  it  impossible  for  them  to  give  us  any  detail  on  how 
they  intended  to  structure  the  program  or  to  explain  any  of  their 
reasoning  until  publication  of  a  proposed  rule.  In  short,  they 
sought  our  views  without  giving  us  specifics  on  which  to  comment. 

In  recent  months  the  closed  door  started  to  open.  In  August 
1993,  we  submitted  a  paper  to  Secretary  Espy  asking  for  data  and  a 
discussion  of  the  details  of  HACCP.1  We  asked  USDA  to  provide  the 


^afe  Food  Coalition,  "Reinventing  Meat  and  Poultry 
Inspection:  Building  a  Public  Health  Based  Program,"  August  17, 
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public  with  data  that  demonstrate  the  effectiveness  of  HACCP  as 
envisioned  by  USDA  and  to  provide  an  opportunity  for  public 
discussion  before  USDA  made  final  decisions  and  published  its 
proposed  HACCP  plan  in  the  Federal  Register.  (Although  the 
Department  would  publish  a  "proposal"  and  seek  comment  on  it,  it  is 
clear  that  a  "proposed"  regulation  represents  the  Department's 
preferred  position  and  has  the  allegiance  of  its  staff.  A  final 
FSIS  regulation  does  not  often  vary  substantially  from  the 
proposal.)  In  a  meeting  with  members  of  our  Coalition  on  August  24, 
Assistant  Secretary  Branstool  agreed  to  consider  our  request. 

On  August  30,  1993  Assistant  Secretary  Branstool  called  me  and 
said  USDA  thought  a  period  of  public  discussion  before  the  HACCP 
proposal  was  issued  would  be  a  good  idea.  At  Mr.  Branstool 's 
request,  Tom  Devine  of  the  Government  Accountability  Project,  Jerry 
Kuester  of  the  Center  for  Science  in  the  Public  Interest  and  I  met 
with  the  Assistant  Secretary  and  other  USDA  officials  on  September 
1,  1993.  The  USDA  officials  said  they  thought  it  would  be  a  good 
idea  to  pursue  our  suggestion  of  a  detailed  and  structured 
discussion  of  the  Department's  HACCP  plan  before  it  was  published 
as  a  proposed  rule.  There  was  general  agreement  that  a  negotiated 
rulemaking  was  too  lengthy  and  complex,  but  that  we  could  use  some 
elements  of  the  negotiated  rulemaking  process  to  help  shape  a 
better  HACCP  program.  All  those  present  agreed  that  this  process 
would  have  two  salutary  benefits:  it  would  result  in  a  better 
proposal  and,  because  it  provided  an  opportunity  to  recognize  and 
deal  with  problems  before  the  fact,  could  speed  publication  of  a 
final  rule. 

On  September  2,  1993,  Patricia  Stolfa  of  FSIS  provided  me 
with  a  draft  copy  of  a  Federal  Register  notice  announcing  a  "HACCP 
Roundtable  Discussion,"  which  described  how  the  meeting  would  be 
structured.  On  September  22,  Ms.  Stolfa  forwarded  a  final  draft  and 
asked  for  comments  from  the  SFC  by  September  27.  We  provided  these 
on  September  27.  The  September  22  draft  stated  that  the  HACCP 
Roundtable  would  be  held  on  December  2-3,  1993. 

However,  when  no  notice  had  appeared  in  the  Federal  Register 
by  October  21,  my  staff  associate  called  FSIS  to  ask  when  we  could 
expect  the  notice.  She  was  informed  that  FSIS  staff  did  not  know. 
She  called  every  couple  of  days  for  approximately  two  weeks.  When 
no  notice  had  appeared  by  the  third  week  in  October,  I  called  USDA 
and  spoke  to  Deputy  Assistant  Secretary  Patricia  Jensen.  She  told 
me  the  notice  was  still  under  review.  I  expressed  concern  about 
the  delay  since  it  was  going  to  make  it  difficult  to  complete  the 
planning  steps  we  had  discussed  December  2.  (These  steps  are 
outlined  in  the  attached  memorandum  dated  September  1) .  To  my 
knowledge  the  notice  still  has  not  been  published  in  the  Federal 
Register.  The  SFC  requested  the  forum.  We  are  eager  to  have  it 
occur.  We  feel  strongly  that  the  planning  process  is  essential  to 
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making  the  discussion  productive.  It  is  surprising  that  anyone 
could  interpret  these  events  as  an  attempt  by  the  SFC  to  delay  the 
HACCP  Roundtable. 

You  also  asked  me  to  address  the  impact  of  the  SFC's 
suggestions  for  improving  HACCP,  detailed  on  pages  12-15  of  our 
testimony,  on  the  timeframe  for  USDA's  development  and 
implementation  of  a  HACCP  system.  We  included  some  time  estimates 
for  what  we  believe  is  a  reasonable  period  to  conduct  some  of  the 
activities.  We  suggested  six  to  nine  months  for  the  National 
Academy  of  Sciences  (NAS)  to  conduct  pilot  tests  of  the  HACCP 
system  and  six  to  twelve  months  for  a  full  examination  of  all  the 
pertinent  issues  by  the  various  constituencies  of  the  inspection 
system. 

It  is  difficult  for  us  to  estimate  the  time  required  for  the 
other  portions.  If  the  Department  organized  itself  to  gather  the 
data  expeditiously,  it  might  complete  the  work  quickly.  If  the 
Department  had  started  back  in  1985  as  to  gather  the  data 
recommended  by  NAS,  the  studies  would  have  been  completed  long  ago. 
We  want  an  adequate  and  workable  HACCP  system  that  improves  public 
health  protection.  We  are  prepared  to  do  everything  we  can  to 
advance  that  goal  expeditiously.  The  ultimate  period  of  time 
required  is  not  ours  to  control. 

Sincerely, 


Carol  Tucker  Foreman 


Enclosures 
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1155  21  *t  StrMt,  NW,  Suite  1000;  Washington,  DC  20036    (202)  822-8060 

MEMORANDUM 

TO:  SAFE  FOOD  COALITION 

FROM:  FOREMAN,  KUESTER,  DEVINE 

DATE:  SEPTEMBER  1,  1993 

RE:  MEETING  WITH  USDA  STAFF  RE:  HACCP 

As  per  our  agreement,  Tom,  Jerry  and  Carol  met  with  USDA 
officials  today  to  discuss  ways  to  improve  the  USDA  decisionmaking  with 
regard  to  HACCP.  USDA  officials  present  were:   Asst.  Sec.  Branstool, 
Deputy  Asst.  Sees.  Patricia  Jensen  and  Ken  Clayton,  FSIS  Administrator 
Russell  Cross,  Asst.  to  Admin.  Patricia  Stolfa  and  Associate  General 
Counsel  John  Goulden. 

This  meeting  arose  from  our  request  last  week  that  USDA  "open  up 
the  process"  by  publishing  the  HACCP  program  either  as  an  Advance 
Notice  of  Proposed  Rulemaking  or  in  some  other  fashion  that  would  permit 
open  discussion  of  the  details  prior  to  a  proposed  regulation. 

The  goal  of  the  SFC  proposal  is  to  help  USDA  devise  a  better 
system  for  assuring  that  meat  and  poultry  are  cleaner,  safer  and  less  likely 
to  cause  foodborne  illness. 

USDA  officials  said  today  they  were  prepared  to  drop  the  draft 
proposed  regulation  and  to  engage  in  an  open  process  with  consumers, 
labor  (inspectors)  and  the  industry. 

We  discussed  several  ways  in  which  to  accomplish  this  and  came  to 
general  agreement  on  the  following: 

1.  Each  of  the  affected  groups  (consumers,  industry,  inspectors 
union,  USDA)  will  appoint  a  small  number  of  people  to  represent  the 
affected  group  as  part  of  a  planning  committee  to  work  on  key  issues  and 
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structure  of  a  facilitated  meeting.  The  planning  committee  will  work  with 
the  facilitator. 

2.  The  representatives  will  decide  on  a  number  of  "key  issues."  We 
used  ten  as  the  magic  number  but  it  could  be  a  few  more  or  less. 

3.  USDA  will  prepare  papers  on  the  issues.  Theses  papers  may 
reflect  USDA's  position  in  some  cases.   Others  will  be  options  papers. 
Groups  will  be  free  to  prepare  their  own  papers  on  the  issues.  All  papers 
will  be  collected  and  distributed  to  interested  parties  in  advance  of  the 
meetings. 

4.  There  will  be  a  one  or  two  day  public  meeting  to  discuss  the 
issues. 

"Participants"  in  the  meeting,  those  who  will  sit  around  the  table  to 
actually  try  to  come  to  some  agreement  or  consensus  on  the  issues,  will  be 
limited  to  a  set  number  of  people,  equally  divided  among  and  chosen  by 
the  four  affected  groups.  (The  number  of  participants  will  be  decided  by 
the  planning  committee,  but  the  number  25  was  mentioned  several  times.) 

5.  After  the  meeting  FSIS  will  draft  proposed  regulations  which  will 
go  through  the  usual  notice  and  comment  rulemaking. 

No  one  is  committed  to  supporting  the  rules.  The  hope  is  that  the 
open  process  will  reduce  the  number  of  issues  in  conflict  and  perhaps 
introduce  new  possibilities  for  resolving  continuing  conflicts. 

Some  additional  points: 

1.  Tom  pressed  hard  for  USDA  to  take  a  'leadership"  position  on 
issues  that  are  mandatory  for  our  support  but  on  which  the  industry  has 
been  intransigent  to  date.  He  mentioned  especially  Branstool's  favorable 
comments  about  whistleblowers,  and  some  comment  by  Dr.  Cross  on  "right 
to  know." 

The  USDA  participants  did  not  agree  to  do  this,  but  they  did  not 
decline,  nor  disagree  with  the  necessity  to  avoid  an  impasse  on  these  issues. 

2.  It  was  agreed  that,  if  another  foodborne  illness  outbreak  should 
occur  during  this  process,  consumer  groups  would  not  attack  USDA  for 
delaying  implementation  of  HACCP  and  USDA  would  not  attack  public 
interest  advocates  for  seeking  delay. 

SFC  members  would  not  attack  USDA  for  being  slower  than  FDA 
in  implementing  HACCP. 
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SFC  members  remain  free  to  argue  that  USDA  should  implement 
the  improvements  we  advocate  in  the  present  system. 

3.  The  timing  was  left  open,  but  Stolfa  said  it  would  take  four  to 
five  weeks  for  USDA  to  draft  the  papers  after  the  issues  were  decided.   If 
we  start  immediately:  take  three  weeks  to  choose  the  planning  committee, 
three  weeks  to  decide  the  key  issues,  four-five  weeks  for  USDA  to  write 
papers,  four  weeks  for  group  papers,  and  three  weeks  to  circulate  papers 
before  the  meeting,  the  process  may  take  five  to  six  months. 

Next  Steps: 

SFC  members  need  to  agree  to  this  general  process.   USDA  will 
clear  it  with  industry  and  inspector's  union  leaders. 

Please  call  any  of  us  for  information  and  let  Carol  know  what  your 
views  are. 
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SAFE  FOOD  COALITION 

1155  21  st  Street,  NW,  Suite  1000;  Washington,  DC  20036     (202)  822-8050 


MEMORANDUM 

TO:  SAFE  FOOD  COALITION  MEMBERS 

FROM:  CAROL  TUCKER  FOREMAN,  HEATHER 

KLINKHAMER 

DATE:  SEPTEMBER  16,  1993 

RE:  SFC  MEETING,  SEPTEMBER  17,  1993 


I  have  just  received  word  from  USDA  that  they  do  not  yet  have  any 
further  information  about  details  of  how  they  propose  to  structure  the 
"Roundtable  Discussion  on  HACCP."  They  will  have  a  proposal  for  us  to 
respond  to,  but  not  until  mid-week  next  week. 

We  have  a  regularly  scheduled  SFC  meeting  for  Friday,  September 
24  and  I  suggest  that  we  wait  and  have  our  strategy  session  on  how  to 
respond  to  their  proposal  at  that  time. 


Please  let  as  know  as  soon  as  possible  if  von  agree  with 
rescheduling  the  meeting  until  next  Friday  when  we  will  have  the  USDA 

anaaaL 


I  ran  into  Russell  Cross  earlier  this  week  and  he  told  me  that  the 
Broiler  Council,  Turkey  Federation,  two  trade  associations  of  small 
companies  and  the  Cattlemen  are  inclined  to  participate.  The  American 
Meat  Institute  has  declined  but  may  reconsider  now  that  the  others  are  in. 
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September  27,  1993 


MEMORANDUM 


TO:  PAT  STOLFA 

FROM:  CAROL  TUCKER  FOREMAN 

SAFE  FOOD  COALITION 

RE:  COMMENTS  ON  DRAFT  NOTICE  FOR  HACCP  ROUND 

TABLE 


The  Safe  Food  Coalition  met  last  Friday  to  discuss  the  draft 
outlining  the  structure  of  the  HACCP  Round  Table  Discussion.  The 
following  comments  reflect  the  views  of  the  members  of  the  Safe  Food 
Coalition. 

We  have  several  major  concerns: 

COMPOSITION  OF  ROUND  TABLE  PARTICIPANT  GROUPS 

1.  The  constituent  groups  have  been  established  in  a  manner  that 
provides  a  disproportionate  number  of  seats  at  the  table  to  individuals  who 
are  associated  with  the  regulated  industry  and  a  minimum  number  of  seats 
to  representatives  of  the  public  interest  community. 

FSIS  has  identified  seven  groups:  Meat  and  Poultry  Trade 
Associations,  Producer  Organizations,  Consumer  Groups,  Plants,  Scientific 
Community,  Employee  Representatives,  and  Federal/state  governments. 
Each  group  will  have  three  representatives  "at  the  table."  FSIS  also 
proposes  that  "persons  who  believe  that  some  affected  interest  is  not 
adequately  they  may  request  Round  Table  membership." 

We  do  not  understand  the  difference  between  the  interests  or 
composition  of  'Trade  Associations"  and  "Plants."  'Tlants,"  in  this  context, 
are  regulated  corporations.  The  'Trade  Associations"  involved  are 
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composed  of  regulated  corporations.  The  effect  this  grouping  is  to  give 
members  of  the  regulated  industry  two  sets  of  representatives. 

We  assume  that  the  "Producer  Organizations"  category  includes  such 
groups  as  the  National  Pork  Producers  and  National  Cattlemen's 
Association.   These  groups  are  not  regulated  entities  under  the  Meat 
Inspection  Act  and  are  not  covered  by  the  HACCP  regulations  FSIS  has 
been  considering.  Therefore,  we  fail  to  understand  why  they  are  included 
in  this  discussion.   We  realize  that,  in  the  future,  the  law  may  be  changed 
to  give  FSIS  some  regulatory  authority  to  go  back  to  the  farm  gate. 
However,  that  will  not  be  part  of  the  discussion  at  this  stage  and  we  suggest 
that  this  is  not  an  appropriate  group  to  include. 

2.  The  titles  for  some  groups  are  so  general  it  is  impossible  to 
determine  who  will  determine  the  representatives  of  the  group. 

We  agree  that  members  of  the  constituent  groups  should  determine 
their  representatives.  In  some  cases,  such  as  the  Trade  Associations, 
Employee  Representatives  or  Consumers,  the  groups  are  reasonably  well 
defined.   Further,  you  have  made  provision  for  including  individuals  who 
may  feel  they  have  been  unjustifiably  left  out  of  a  particular  category. 

However,  two  of  the  categories,  "Scientific  Community"  and 
"Federal/State  Government"  are  very  broad  and  we  would  like  to  know  who 
you  view  as  the  representative  group  to  choose  delegates  from  these 
categories  and  how  the  representatives  will  be  chosen. 

In  our  view,  the  "Scientific  Community"  should  include  more  than 
representatives  of  the  agricultural  research  establishment.  Further,  the  Safe 
Food  Coalition  believes  it  would  be  inappropriate  to  have  the  "Scientific 
Community"  category  include  a  preponderance  of  representatives  who  are 
affiliated  with  trade  associations,  regulated  corporations,  and  the 
agricultural  research  community. 

We  raise  this  concern  because  the  membership  of  the  National 
Advisory  Committee  on  Microbiological  Criteria  for  Foods  includes  a 
number  of  individuals  whose  laboratories  work  for  the  industry  and 
individuals  who  are  employed  by  the  meat  and  poultry  industry  as 
consultants.  It  would  be  best  if  the  "Scientific  Community"  category  could 
be  assumed  to  include  individuals  whose  expertise  and  orientation  is  human 
health  and  safety.  We  request  that  the  Scientific  Community  group  include 
representatives  of  the  NAS  Food  and  Nutrition  Board,  preferably  either 
FNB  staff  who  worked  on  or  members  of  the  committees  that  drafted  the 
1985  and  1987  studies  on  meat  and  poultry  inspection. 
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We  have  a  similar  problem  with  the  "Federal  and  State 
Governments"  category.  We  assume  this  group  will  be  structured  to 
include  more  than  representatives  of  USDA  and  state  departments  of 
agriculture.  Once  again,  we  are  troubled  by  the  model  presented  by  the 
NACMCF.  There  are  no  representatives  of  state  health  or  consumer 
protection  agencies  on  that  committee.  We  urge  that  the  "Federal/State 
Government"  category  include  representatives  from  state  health 
departments  and  consumer  protection  agencies,  as  well  as  representatives 
from  the  Food  and  Drug  Administration  and  the  Centers  for  Disease 
Control. 

3.   We  believe  two  additional  categories  should  be  added  to  the  list: 
Additional  categories  that  should  be  included  in  order  to  assure  both 
balance  and  the  coverage  of  essential  fields  of  expertise.  The  categories 
should  be: 

"PUBLIC  HEALTH  AND  HUMAN  MEDICAL  COMMUNITY 
Meat  and  poultry  inspection  is  a  public  health  activity.  Although  we 
believe  human  health  experts  must  be  included  in  the  "Scientific 
Community"  and  "Federal/State  Government"  categories,  we  believe 
"Public  Health  and  Human  Medicine"  is  a  community  whose  expertise 
warrants  a  separate  category.  Whereas  the  "Scientific  Community"  might 
include  bench  researchers  in  human  health  and  the  "Federal/State 
Government"  category  should  include  human  health  experts  from  state  or 
city  health  departments  and  the  CDC,  we  believe  this  category  should  be 
composed  of  individuals  who  represent  those  whose  expertise  is  in  the 
actual  practice  of  human  medicine  and  development  of  public  health  policy. 


"WHISTLEBLOWERS" 

Some  of  the  most  important  information  about  difficulties  in  the 
present  meat  and  poultry  inspection  system  has  come  from  whistleblower 
inspectors.  These  individuals  represent  an  interest  that  is  separate  from 
that  of  employee  representatives.  The  whistleblower  inspectors  have 
demonstrated  that  their  greatest  concern  is  not  with  the  prerogatives  of 
inspectors  in  respect  to  the  employer  organization.  They  are  often  at  odds 
with  the  Agency.  Their  goal  is  the  effective  implementation  of  inspection 
to  protect  public  health,  even  at  the  risk  of  their  own  advancement.  We 
believe  they  bring  a  unique  perspective. 

We  are  eager  to  work  cooperatively  with  USDA  in  this  endeavor 
and  believe  you  are  making  an  honest  effort  to  structure  an  appropriate 
meeting.  To  advance  that  goal  it  will  be  necessary  to  have  some  reasonably 
balanced  representation  of  views  at  the  table.  The  Round  Table  represents 
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an  opportunity  for  USDA\FSIS  to  reach  beyond  its  usual  consultative 
community  and  we  urge  you  to  take  full  advantage  of  it. 

ISSUE  PAPERS 

Safe  Food  Coalition  representatives  left  the  meeting  with  Assistant 
Secretary  Branstool  and  FSIS  officials  with  the  understanding  that  the 
planning  group  would  agree  on  a  set  of  issues,  that  FSIS  would  draft  issue 
papers  and  the  groups  could  then  comment  on  those. 

Further,  our  earlier  discussion  indicated  that,  where  FSIS  has  a 
position  on  an  issue,  it  would  indicate  that  position  in  the  paper  and  would 
let  us  know  what  other  options  staff  considered  and  rejected.  There  is  no 
reference  to  that  part  of  the  process  in  this  paper  and  we  believe  it  is 
essential  to  making  it  as  effective  as  possible. 

In  discussing  the  Round  Table,  some  FSIS  staff  have  described  it  as 
"getting  more  input."   It  is  our  understanding  that  the  major  goal  is  to 
identify  the  key  issues,  for  FSIS  to  let  us  know  in  more  detail  the  Agency's 
specific  positions  on  those  issues,  to  test  those  positions,  and  to  examine 
whether  the  Agency  and  the  constituent  groups  are  able  to  come  to  some 
agreement,  or  at  least  diminish  the  differences  between  us,  on  them. 

DATES  FOR  THE  ROUND  TABLE 

We  believe  there  should  be  some  flexibility  about  the  ultimate  date 
of  the  Round  Table,  but  early  December  seems  reasonable  unless  there  is 
a  substantial  delay  in  reaching  agreement  on  process  and  issues. 

GENERAL  TONE  OF  THE  NOTICE 

The  notice  includes  the  statement,  "This  meeting  is  not  a  forum  for 
posturing  presentations  that  will  draw  media  attention,  but  rather  is 
envisioned  as  a  substantive  opportunity  to  assist  the  Agency  in  devising  the 
best  rule..." 

The  Safe  Food  Coalition  checked  with  Miss  Manners  who  told  us 
she  would  be  happier  with  the  notice  if  it  did  not  suggest  the  Agency 
believes  its  constituent  groups  have  bad  table  manners. 
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Foreman  &  Heidepriem,  Inc. 

Suite  1000 

1155  21st  Street,  N.W. 

Washington,  DC.  20036 

Carol  Tucker  Foreman  (202)822^060 

Nikki  Heidepriem  FAX  (202)  822-9088 

Diane  E.  Thompson 

September  29,  1993 


MEMORANDUM 

TO:  Pat  Stolfa 

FROM:  Carol  Tucker  ForemafrPU- 

Safe  Food  Coalition       (j 

RE:  Additional  Comment  on  Draft  Notice  for  HACCP  Round 

Table 


In  my  previous  memorandum,  I  outlined  the  Safe  Food  Coalition's 
concerns  about  the  composition  of  round  table  participant  groups.   As 
mentioned,  we  feel  that  USDA  can  strike  a  better  balance  between  the 
number  of  industry  and  public  representatives  proposed  to  participate  in 
the  discussion.   In  addition  to  the  two  categories  suggested  in  the  previous 
memo,  "Public  Health  and  Human  Medical  Community"  and 
"Whistleblowers,"  I  suggest  that  "Families  and  Victims  of  Foodborne 
Illness"  be  included. 

This  constituency  can  bring  a  unique  perspective  to  the  discussion. 
They  have  experienced  the  results  of  an  inadequate  inspection  system  first 
hand. 
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DEPARTMENT  OF  AGRICULTURE 
Food  Safety  and  Inspection  Service 

Barnard  Analysis  and  critical  control  Point  (HACCP) 
Round  Table 

AGENCY:   Food  Safety  and  Inspection  Service,  USDA 

ACTION:   Notice 

SUMMARY:  secretary  Espy  announced  in  late  May,  1993,  that  he  was 
giving  the  Food  Safety  and  Inspection  Service  90  days  to  present 
him  with  a  proposed  regulation  for  making  the  Hazard  Analysis  and 
Critical  Control  Point  (HACCP)  system  of  process  control 
mandatory  in  all  the  nation's  meat  and  poultry  establishments. 
Recently,  the  Agency  determined  that  it  would  be  beneficial  to 
allow  all  constituent  groups  greater  access  to  the  deliberative 
process  prior  to  publishing  a  proposed  regulation.   Therefore, 
the  Agency  announces  a  HACCP  Round  Table  meeting  to  be  held  on 
December  2  and  3,  1993,  in  Washington,  D.C.   The  Agency  views 
thi6  Round  Table  as  an  opportunity  to  bring  the  legitimate 
concerns  of  all  constituents  to  a  meeting  which  would  allow  free 
and  frank  discussion,  prior  to  a  proposed  regulation.   This 
meeting  is  not  a  forum  for  posturing  presentations  that  will  draw 
media  attention,  but  rather  is  envisioned  as  a  substantive 
opportunity  to  assist  the  Agency  in  devising  the  best  rule  for 
implementing  a  mandatory  HACCP  system  of  production  in  all  meat 
and  poultry  plants.   This  notices  outlines  the  Round  Table 
process,  and  requests  that  the  constituent  groups  identified 
below  select  their  own  representatives  for  both  a  Steering 
Committee  and  the  Round  Table.   Furthermore,  this  Notice  offers 
the  opportunity  for  persons  who  believe  that  some  affected 
interest  is  not  adequately  represented  to  request  participation 
as  a  participant  at  the  Round  Table. 

DATES:  Each  identified  constituent  group  must  provide,  within  14 
days  of  the  publication  of  this  Notice,  r,ht>  pamp.s  of  three 
representatives  for  the  Round  Table,  and  one  name  for  the 
Steering  Committee.  "™  -• 


FOR  FURTHER  INFORMATION  CONTACT:   Mr.  Mark  Manis,  Director, 
Import  Inspection  Division,  International  Programs,  Food  Safety 
and  Inspection  Service,  14th  and  Independence  Avenue,  SW., 
Washington,  DC  20250  (202)  720-2952. 

SUPPLEMENTARY  INFORMATION:   The  Round  Table  meeting  will  be 
facilitated  by  a  neutral  third  party  employed  by  the  Agency.   The 
facilitator  will  provide  a  transcript  of  the  meeting,  aa  well  as 
a  final  report  which  summarizes  the  positions  of  all  the 
participants.   The  facilitator  will  seek  the  full  participation 
of  all  the  participants,  and  will  strive  for  consensus  where 
possible.   Whether  or  not  consensus  is  reached,  the  facilitator 
will  ensure  that  all  identified  issues  are  addressed  by  the  Round 
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Table  participants. 

The  Round  Table  will  be  open  to  the  public,  including  the  media. 
Issue  papers  will  be  prepared  in  advance  of  the  session  by  the 
participants  and  will  be  publicly  available.   The  Agency  is  open 
to  a  consideration  of  all  issues,  except  the  question  of  HACCP 
becoming  a  mandatory  system.   All  other  issues  surrounding  a 
HACCP  regulation  are  considered  as  not  finally  decided  at  the 
time  that  this  Round  Table  process  occurs.   In  order  to  keep  the 
process  manageable,  the  maximum  number  of  Round  Table 
participants  will  be  25. 

The  Agency  has  identified  the  following  list  of  constituents: 

0  Meat  and  Poultry  Trade  Associations 

o  Producer  Organizations 

o  Consumers  Groups 

o  Plants 

o  scientific  community 

o  Employee  representatives 

o  Fed/ State  governments 

Each  party  will  select  three  actual  representatives  to  serve  as 
Round  Table  participants.   Furthermore,  for  persons  who  believe 
that  some  affected  interest  is  not  adequately  represented  they 
may  request  Round  Table  membership. 

The  Agency  will  convene  and  chair  a  Steering  Committee  in  advance 
of  the  Round  Table  meeting.   The  Steering  Committee  will  address 
all  relevant  pre-meeting  issues.   The  Steering  Committee  will 
determine  the:   Round  Table  Issues;  process  for  preparing  issue 
papers  prior  to  the  Round  Table;  meeting  time  frames;  meeting 
schedule;  and  Round  Table  ground  rules.   Each  party  identified 
above  will  select  one  representative  to  serve  on  the  Steering 
Committee. 
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DEPARTMENT  OF  AGRICULTURE 
Food  Safety  and  Inspection  service 


4 


Hazard  Analysis  and  Critical  control  Point  (haccp) 
Round  Table 

AGENCY:   Food  Safety  and  Inspection  Service,  USDA 

ACTION:   Notice 


summary:  secretary  Espy  announced  in  late  May,  1993,  that  he  was 
giving  the  Food  Safety  and  Inspection  Service  90  days  to  present 
him  with  a  proposed  regulation  for  making  the  Hazard  Analysis  and 
Critical  Control  Point  (HACCP)  system  of  process  control 
mandatory  in  all  tne  nation's  meat  and  poultry  establishments. 
Recently,  the  Agency  determined  that  it  would  be  beneficial  to 
allow  all  constituent  groups  greater  access  to  the  deliberative 
process  prior  to  publishing  a  proposed  regulation.   Therefore, 
the  Agency  announces  a  HACCP  Round  Table  meeting  to  be  held  on 
December  2  and  3,  199  3,  in  Washington,  D.C.   The  Agency  views 
this  Round  Table  as  an  opportunity  to  bring  the  legitimate 
concerns  of  all  constituents  to  a  meeting  which  would  allow  free 
and  frank  discussion,  prior  to  a  proposed  regulation.   This 
meeting  is  not  a  forum  for  posturing  presentations  that  will  draw 
media  attention,  but  rather  is  envisioned  as  a  substantive 
opportunity  to  assist  the  Agency  in  devising  the  best  rule  for 
implementing  a  mandatory  HACCP  system  of  production  in  all  meat 
and  poultry  plants.   This  notices  outlines  the  Round  Table 
process,  and  reguests  that  the  constituent  groups  identified 
below  select  their  own  representatives  for  both  a  Steering 
Committee  and  the  Round  Table.   Furthermore,  this  Notice  offers 
the  opportunity  for  persons  who  believe  that  some  affected 
interest  is  not  adequately  represented  to  request  participation 
as  a  participant  at  the  Round  Table. 

DATES:  Each  identified  constituent  group  must  provide,  within  14 
days  of  the  publication  of  this  Notice,  t-,he  names  of  three 
representatives  for  the  Round  Table,  and  one  name  for  the 
Steering  Committee.  ' » 

FOR  FURTHER  INFORMATION  CONTACT:   Mr.  Mark  Manis,  Director, 
Import  Inspection  Division,  International  Programs,  Food  Safety 
and  Inspection  Service,  14th  and  Independence  Avenue,  SW., 
Washington,  DC  20250  (202)  720-2952. 

SUPPLEMENTARY  INFORMATION:   The  Round  Table  meeting  will  be 
facilitated  by  a  neutral  third  party  employed  by  the  Agency.   The 
facilitator  will  provide  a  transcript  of  the  meeting,  as  well  as 
a  final  report  which  summarizes  the  positions  of  all  the 
participants.   The  facilitator  will  seek  the  full  participation 
of  all  the  participants,  and  will  strive  for  consensus  where 
possible.   Whether  or  not  consensus  is  reached,  the  facilitator 
will  ensure  that  all  identified  issues  are  addressed  by  the  Round 
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Table  participants. 

The  Round  Table  will  be  open  to  the  public,  including  the  media. 
Issue  papers  will  be  prepared  in  advance  of  the  session  by  the 
participants  and  will  be  publicly  available.   The  Agency  is  open 
to  a  consideration  of  all  issues,  except  the  question  of  HACCP 
becoming  a  mandatory  system.   All  other  Issues  surrounding  a 
HACCP  regulation  are  considered  as  not  finally  decided  at  the 
time  that  this  Round  Table  process  occurs.   In  order  to  keep  the 
process  manageable,  the  maximum  number  of  Round  Table 
participants  will  be  25. 

The  Agency  has  identified  the  following  list  of  constituents: 

0  Meat  and  Poultry  Trade  Associations 

o  Producer  Organizations 

o  Consumers  Groups 

o  Plants 

o  scientific  Community 

o  Employee  representatives 

o  Fed/ State  governments 

Each  party  will  select  three  actual  representatives  to  serve  as 
Round  Table  participants.   Furthermore,  for  persons  who  believe 
that  some  affected  interest  is  not  adequately  represented  they 
may  request  Round  Table  membership. 

The  Agency  will  convene  and  chair  a  Steering  Committee  in  advance 
of  the  Round  Table  meeting.   The  Steering  Committee  will  address 
all  relevant  pre-meeting  issues.   The  Steering  Committee  will 
determine  the:   Round  Table  Issues;  process  for  preparing  issue 
papers  prior  to  the  Round  Table;  meeting  time  frames;  meeting 
schedule;  and  Round  Table  ground  rules.   Each  party  identified 
above  will  select  one  representative  to  serve  on  the  Steering 
Committee. 
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NATIONAL  CATTLEMEN'S  ASSOCIATION 

1301  Pennsylvania  Avenue,  NW  .  Suite  300.  Washington,  DC  20004  1701 .  (202)  347-0228.  FAX  (202)  6380607 

Headquarters: 

S420  South  Quebec  Street  .  P.O.  Box  3469  .  Engtewood.  Colorado  80155  .  (303)  694-0305  .  PAX  (303)  694-2851 


December  23,  1993 


Ms.  Marline  M.  DiCroce 

Subcommittee  on  Human  Resources  &  Intergovernmental  Relations 

B-350  Rayburn  HOB 

Washington,  DC  20515 


Dear  Ms.  DiCroce, 

Thank  you  for  givmg  NCA  the  opportunity  to  provide  edits  to  the  testimony  presented  during  the 
Committee  on  Government  Operations'  hearing  -  Reinventing  the  Federal  Food  Safety  System:  USDA's 
Progress  in  Reforming  Meat  and  Poultry  Inspection. 

NCA  respectfully  request  that  lines  2386  through  2389  and  2441  through  2443,  as  indicated  in 
the  enclosed  edits,  be  stricken  from  the  record.  Following  my  testimony  1  spoke  with  Ms.  Carol  Fonnan, 
from  the  Safe  Food  Coalition,  about  NCA's  statement.  After  comparing  the  respective  communications 
that  we  each  had  conducted  with  different  USDA  staff,  I  was  compelled  to  go  back  to  the  USDA  for 
further  review  of  the  issue. 

I  have  since  learned  that  Ms.  Fonnan  did  not  ask  that  the  HACCP  Round  Table  be  delayed.  In 
fact,  she  asked  the  same  questions  I  had  raised  regarding  the  status  of  the  HACCP  proposal  and  the 
Departments  ability  to  conduct  the  Round  Table  in  December  as  originally  outlined. 

Given  what  I  have  learned,  it  is  no  longer  accurate  nor  fair  to  blame  the  Safe  Food  Coalition  for 
delaying  the  conduct  of  the  HACCP  Round  Table.  Therefore  NCA  respectfully  request  that  lines  2386 
through  2389  and  2441  through  2443  be  stricken  from  our  testimony  and  subsequent  Congressional 
Record. 


Sincerely, 

Gary  WHson 

Director,  Animal  Health/Inspection  and 
Research 
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MEMORANDUM 

TO:  Members  of  the  Subcommittee  on  Human  Resources  and 

Intergovernmental  Relations 

FROM:    Edolphus  Towns,  Chairman 


WILLIAM  <    CLINGER    .R     PENNSYLVANIA 
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MAJORITY _j202>  22S-50SI 
MINORITY  — [2031  22S-50T4 


RE:  Hearing:   "Reinventing  the  Federal  Food  Safety  System:   USDA's  Progress  in 

Reforming  Meat  and  Poultry  Inspection,"  Thursday,  November  4,  1993,  at  9:30 
a.m.,  2247  RHOB 


INTRODUCTION 


Bad  things  happen.  The  Centers  for  Disease  Control  and  Prevention  (CDC) 
estimates  that  at  least  9,100  people  die  and  another  6.5  million  become  sick  because  of 
food-borne  disease  annually.1   However,  food-borne  illness  is  largely  preventable. 
Recent  outbreaks  of  food-borne  disease  as  well  as  the  recommendation  by  Vice 
President's  National  Performance  Review  to  consolidate  federal  food  safety 
responsibilities  within  the  Food  and  Drug  Administration  have  highlighted  the  need  to 
"reinvent"  the  federal  food  safety  system. 

II.        BACKGROUND 

The  federal  food  safety  system  has  evolved  piecemeal  over  the  last  100  years, 
usually  in  response  to  specific  economic  or  health  threat.   Currently,  12  federal  agencies 
spend  about  $1  billion  annually  to  administer  about  35  laws  governing  food  safety  and 
quality.2  However,  the  General  Accounting  Office  (GAO)  has  concluded  that 
fundamental  differences  in  agencies'  missions,  responsibilities,  inspection  approaches  and 
enforcement  authorities  have  led  to  fragmented  oversight,  inconsistent  and  illogical 
treatment  of  food  products  posing  similar  risks,  inefficient  use  of  resources,  and  poor 
interagency  coordination.3 
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The  greatest  problems  lie  in  the  division  of  responsibility  between  the  two  primary 
agencies-the  U.S.  Department  of  Agriculture  (USDA),  which  oversees  meat  and  poultry, 
and  the  Food  and  Drug  Administration  (FDA),  which  oversees  almost  all  other  food 
products.   Generally,  food  products  under  USDA's  jurisdiction  must  be  "approved" 
before  marketing  whereas  food  products  under  FDA's  jurisdiction  may  be  marketed 
without  premarket  approval  subject  to  post-marketing  surveillance  and  enforcement 
action.  Thus,  for  example,  FSIS  carries  out  a  massive  "continuous  inspection"  program  at 
the  nation's  slaughterhouses,  which  by  law  may  operate  only  when  one  of  the 
department's  field  inspectors  is  on  duty.   FSIS  inspects  meat  animals  both  before  and 
after  slaughter.   FSIS  also  inspects  all  meat  and  poultry  processing  plants  daily.   In 
contrast,  FDA  inspects  facilities  under  its  jurisdiction,  on  average,  once  every  three  to 
five  years.   The  differences  in  the  two  organizations'  mandates  and  approaches  mean 
that  food  products  that  pose  similar  risks  may  receive  widely  varying  scrutiny. 

In  fiscal  year  1993,  FSIS  devoted  over  9,000  staff  years  and  about  $660  million  to 
overseeing  about  6,100  slaughter  and  processing  plants-about  400  slaughtering  plants, 
1,070  combination  plants  performing  both  slaughtering  and  processing  operations,  and 
4,630  processing  plants.4   FSIS  had  about  7,800  in-plant  inspectors,  of  whom  about  1,100 
were  veterinarians.   In  contrast,  FDA  devoted  about  2,700  staff  years  and  almost  $200 
million  to  food  safety  activities,  to  overseeing  the  estimated  53,000  domestic  food 
establishments  under  its  jurisdiction.   Due  in  part  to  budget  constraints,  FDA  and  state 
inspections  cover  less  than  one-fourth  of  the  53,000  establishments  each  year.5 

The  incongruities  between  USDA  and  FDA  extend  well  beyond  their  inspection 
methods.   For  example,  the  organizations  operate  under  vastly  different  enforcement 
authorities.   In  contrast  to  USDA,  FDA  generally  cannot  (1)  presume  that  firms  are 
engaged  in  interstate  commerce,  (2)  require  food  processors  to  register,  (3)  prohibit  use 
of  equipment  that  may  contaminate  food,  and  (4)  detain  domestic  products  that  violate 
food  safety  standards.6 

To  overcome  the  fragmentation  of  responsibility  for  food  safety,  federal  agencies 
have  reached  more  than  50  cooperative  agreements.   However,  jurisdictional  disputes 
and  disagreements  between  agencies  have  stymied  these  efforts.   For  example,  USDA 
and  FDA-both  of  which  have  authority  to  regulate  egg  products-did  not  develop  a 
unified  approach  for  reducing  bacterial  contamination  in  eggs  until  1992,  6  years  after 
the  public  health  threat  emerged.7 

Over  the  last  20  years,  may  investigators  have  documented-and  criticized-the 
inconsistencies  of  the  existing  arrangement.  The  Senate  Committee  on  Governmental 
Affairs  reported  in  1977  that  the  division  of  responsibility  between  USDA  and  FDA  "has 
resulted  in  a  regulatory  program  which  is  often  duplicative,  sometimes  contradictory, 
undeniably  costly,  and  unduly  complex....  There  is  no  rationale,  other  than  a  historic 
one,  to  justify  maintaining  two  separate,  inconsistent,  and  costly  systems  for  inspecting 
and  otherwise  regulating  production  of  processed  foods."8  The  subcommittee  will  be 
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releasing  a  report  from  CRS  at  the  hearing  that  summarizes  previous  recommendations 
for  changing  the  federal  organization  of  food  safety  responsibilities,  including  the  recent 
recommendation  by  the  Vice  President's  National  Performance  Review  to  transfer  meat 
and  poultry  inspection  from  USDA/FSIS  to  FDA. 

In  addition  to  the  fragmented  organization,  the  current  federal  food  safety  system 
is  obsolete  because  it  has  failed  to  keep  pace  with  changes  in  (1)  new  food-borne  threats, 
(2)  the  type  and  source  of  foods  consumed,  (3)  new  food  technologies,  and  (4)  consumer 
behavior  and  demographics.   Many  commentators  have  called  for  efforts  to  modernize 
the  food  safety  system  and  prepare  it  for  the  21st  century.9 

III.  RELEVANT  LAWS 

The  Federal  Meat  Inspection  Act  (FMIA)  (21  U.S.C.  601  ej  seq.l 
The  Poultry  Products  Inspection  Act  (PPIA)  (21  U.S.C.  451  ej  5£flJ 
Egg  Products  Inspection  Act  (21  U.S.C.  1031  ej  seq.) 
Federal  Food,  Drug,  and  Cosmetic  Act  (FFDCA)  (21  U.S.C.  301  ej  ssaj 

IV.  OBJECTIVES  OF  THE  HEARING 

This  is  the  first  in  a  series  of  hearings  on  the  need  to  revamp  the  federal  food 
safety  system.  The  first  set  of  hearings  will  focus  on  USDA's  role.   Subsequent  hearings 
will  focus  FDA's  role  and  options  for  reinventing  food  safety. 

Specifically,  this  is  the  first  of  a  two-part  hearing.  On  November  4,  1993,  we  will 
listen  to  citizens,  department  critics,  industry  representatives  and  others.  On  a  later  day 
in  November  we  will  listen  to  representatives  from  USDA.  During  both  days  we  will 
focus  on 

(1)  what  progress  USDA  is  making  in  reforming  meat  and  poultry  inspection, 
and 

(2)  whether  meat  and  poultry  inspection  responsibilities  should  be  transferred 
from  USDA  to  an  agency  with  a  more  "public  health"  mission. 

V.  WITNESSES 

The  following  witnesses  will  present  testimony: 

Kiner,  Suzanne         Redmond,  WA,  parent  of  E.  coli  1057:H7  victim 

Sowerby,  Janis  Saranac,  ML  parent  of  E.  coli  0157:H7  victim 

Heersink,  Mary         Dothan,  AL,  parent  of  E.  coli  0157:H7  victim  and  co-founder,  Safe 

Tables  Our  Priority!  (S.T.O.P.!) 
Marcuse,  Edgar,  M.D.,  M.P.H.,  FA.A.P. 
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Director,  Ambulatory  Care  Services,  Children's  Hospital  and 

Medical  Center,  Seattle,  WA 
Blake,  Paul,  Ph.D.     Chief,  Enteric  Disease  Branch,  Division  of  Bacterial  and  Mycotic 

Disease,  CDC 
Harman,  John  Director,  Food  and  Agriculture  Issues,  RCED/GAO 

Ebbit,  James  and  Craig  Beauchamp,  Assistant  Inspector  Generals  for  Audit  and 

Investigations,  USDA,  respectively 
Woteki,  Catherine,  Ph.D. 

Director,  Food  and  Nutrition  Board,  Institute  of  Medicine,  National 

Academy  of  Sciences 
Foreman,  Carol  Tucker 

President,  Foreman  &  Heidepriem,  Inc. 
Walker,  Bailus,  Jr.,  Ph.D.,  M.P.H. 

Professor  and  Dean,  College  of  Public  Health,  University  of 

Oklahoma,  and  spokesman  for  the  American  Public  Health  Assn. 
Crawford,  Lester,  D.V.M.,  Ph.D. 

Executive  Director,  American  Association  of  Veterinary  Medical 

Colleges 
Menning,  Edward,  D.V.M.,  M.P.H. 

Executive  Vice  President,  National  Association  of  Federal 

Veterinarians 
Carney,  David  Legislative  Coordinator,  National  Joint  Council  of  Food  Inspection 

Locals 
Marsden,  James,  Ph.D. 

Vice  President  for  Scientific  and  Technical  Affairs,  American  Meat 

Institute 
Wilson,  Gary  Director,  Research  Animal  Health/Inspection  and  Food  Policy, 

National  Cattlemen's  Association 

Also  invited  but  not  expected  to  testify: 

Colville,  Mary  National  Broiler  Council 

Ferrerll,  Kirk  National  Pork  Producers'  Council 

Brandenberger,  Joel  National  Turkey  Federation 

VI.       MAJOR  ISSUES 

A.       flew  Food-tome  Threats 

Of  the  various  sources  of  food  contamination,  microbes  pose  the  greatest  risk  to 
human  health,  according  to  food  scientists.10  Harmful  microbes  in  food  cause  most 
cases  of  acute  food-borne  illness  in  the  United  States  each  year.  Because  many  cases  go 
undiagnosed  and/or  unreported,  the  actual  figure  is  probably  much  higher  than  the 
conservative  figure  of  6.5  million  annually-at  least  24  million  and  perhaps  as  many  as  81 
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million  or  more  cases,  according  to  an  estimate  by  officials  at  FDA.11   In  fact,  food- 
borne  disease  continues  to  be  a  major  and  growing  public  health  problem  in  the  United 
States  that  is  preventable,  according  to  CDC.12   Food-borne  disease  particularly  harms 
infants,  children,  the  elderly  and  immunocompromised  individuals.   In  addition,  the 
social  costs  of  food-borne  illness,  such  as  medical  expenses  and  lost  productivity,  are 
estimated  to  reach  between  $4  billion  and  $8  billion  annually.13 

The  nature  of  food-borne  disease  has  changed  in  the  last  ten  years  with  increasing 
recognition  of  emerging  pathogens  and  unusual  food  sources.14   Examples  of  emerging 
pathogens  include  E.  coli  1057:H7,  Camplyobacter,  Listeria  monocytogenes,  Salmonella 
enteritidis,  and  Norwalk  virus.   Examples  of  unusual  food  sources  include  cantaloupes, 
tomatoes,  and  apple  cider.   Developments  in  food  technology,  production  and 
distribution  and  changes  in  consumer  behavior  are  changing  the  nature  of  food  risks. 
For  example,  USDA  estimates  that  almost  half  of  the  money  consumers  spend  on  food 
now  goes  to  meals  and  snacks  away  from  home. 

Since  its  identification  as  a  human  pathogen  in  1982,  E.  coli  0157:H7  has  emerged 
as  important  cause  of  food-borne  illness  in  the  United  States,  Canada,  and  the  United 
Kingdom.15 

1.         E.  coli  1057;H7 

Escherichia  coli  (E.  coli)  is  a  bacterium  that  lives  in  the  intestines  of  humans  and 
animals.   Although  most  strains  of  this  bacterium  are  harmless,  one  particular  strain,  E. 
coli  0157:H7,  is  known  to  produce  a  toxin  and  can  cause  bloody  diarrhea,  hemolytic 
uremic  syndrome  (HUS),  kidney  failure,  and  death.  HUS  is  a  serious  disease-more 
common  in  children  than  in  adults-that  affects  the  kidneys  and  blood  clotting  system. 

From  November  15,  1992  through  February  28,  1993,  more  than  500  people 
became  ill  and  4  people  died  because  of  infections  with  E.  coli  0157:H7  in  4  western 
states  (Washington,  Idaho,  California,  and  Nevada).16  This  widespread  outbreak  was 
linked  to  undercooked  hamburgers  from  Jack-in-the-Box  restaurants,  a  fast-food  chain. 
Although  USDA's  investigation  identified  the  beef  slaughtering  and  processing  plants 
that  supplied  the  meat  from  which  the  hamburgers  were  made,  none  of  the  plants  has 
been  singled  out  as  a  supplier  of  the  contaminated  meat.17  Although  some  of  the  meat 
was  imported  from  Australia  and  Canada,  USDA's  investigation  concluded  that  "The 
foreign  plants  are  no  more  or  less  likely  to  have  been  the  supplier  than  the  domestic 
plants  investigated."18 

At  least  nine  separate  outbreaks  of  E.  coli  0157:H7  across  the  United  States  have 
occurred  since  the  western  outbreak.  According  to  CDC  and  other  researchers,  the 
incidence  of  E.  coli  0157:H7  infection  and  HUS  is  increasing.19  CDC  researchers 
estimate  that  between  7,670  and  20,450  people  become  sick  and  between  150  to  390 
people  die  annually  in  the  U.S.  due  to  E.  coli  0157:H7.M  USDA's  Economic  Research 
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Service  estimates  that  the  medical  costs  and  the  costs  of  lost  productivity  attributed  to  E. 
coli  0157:H7  range  from  $229  million  to  $610  million  annually.21 

Ground  beef  is  particular  suspect  to  contamination  from  E.  coli  0157:H7  because 
the  process  of  grinding  meat  may  mix  in  the  pathogen.22  E.  coli  0157:H7  is  killed  when 
meat  is  thoroughly  cooked.   Specifically,  ground  beef  should  be  cooked  thoroughly  until 
the  interior  is  no  longer  pink  and  the  juices  are  clear.   FDA  has  issued  interim 
recommendations  to  increase  the  internal  temperature  for  cooked  hamburgers  to  155  F. 
Although  most  outbreaks  of  E.  coli  0157:H7  have  been  associated  with  undercooked 
ground  beef  or  person-to-person  transmission,  other  sources  include  raw  milk, 
contaminated  water,  and  fresh  apple  cider.   E.  coli  0157:H7  can  survive  refrigeration  and 
freezing.   Also,  very  low  numbers  of  it  can  produce  infections. 

B.         Limitations  in  Existing  Inspection  System 

The  outbreaks  of  E.  coli  0157:H7  highlight  the  limitations  in  the  existing  meat  and 
poultry  inspection  system.  For  example,  the  meat  that  was  involved  in  the  western 
outbreak  of  E.  coli  0157:H7  in  early  1993  did  pass  federal  inspection.   "However,  current 
practices  are  not  designed  to  eliminate  pathogens  or  guarantee  that  no  pathogens  are 
present  on  raw  meat  products."23  USDA's  methods  for  inspecting  meat  and  poultry 
cannot  detect  microbial  or  chemical  contamination.  Standard  organoleptic  inspection 
procedures-smelling,  feeling,  and  looking  at  the  product-date  from  an  earlier  era  when 
easily  identifiable  conditions,  such  as  obvious  disease  or  spoilage,  were  considered  the 
chief  dangers  of  these  foods.  The  current  system  is  not  designed  to  detect  and  control 
what  experts  from  the  National  Academy  of  Sciences  (NAS)  and  others  consider  to  be 
the  greatest  risk  to  public  health  from  meat  and  poultry  at  the  present  time~the 
potential  for  microbial  contamination.   Because  E.  coli  0157:H7  does  not  cause  illness  in 
cattle,  animals  carrying  this  bacterium  appear  normal  during  inspections  and  escape 
detection.  In  addition,  there  is  no  rapid  test  currently  available  that  can  be  performed 
on  raw  meat  and  poultry  to  detect  the  presence  of  microbial  contamination,  according  to 
USDA. 

Even  if  it  was  capable  of  detecting  E.  coli  0157:H7,  USDA  might  not 
automatically  condemn  the  meat.  FSIS  has  argued  that  current  law  does  not  permit  the 
agency  to  declare  raw  meat  and  poultry  to  be  "adulterated"  if  it  contains  levels  of 
pathogens  that  are  inherent  or  naturally  occurring  in  animals,  and  do  not  ordinarily 
render  the  product  injurious  to  health.24  In  addition,  FSIS  and  many  other  food  safety 
experts  believe  that  it  may  not  be  possible  to  eliminate  all  microbial  pathogens  on  raw 
meat  and  poultry.  USDA  officials  have  also  testified  that  costs  for  testing  just  20  percent 
of  all  livestock  or  poultry  carcass  for  the  presence  of  each  of  the  10  major  pathogens 
could  range  as  high  as  $58  billion  per  year.  However,  GAO  officials  and  others  have 
questioned  FSIS's  basis  for  this  estimate. 

Since  1985,  NAS  has  issued  three  reports  on  the  need  to  move  toward  a  scientific, 
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risk-based  approach  to  ensure  the  safety  of  meat  and  poultry  products.25   In  general, 
the  NAS  reports  recommended  that  USDA  use  risk  assessment  to  identify  and  manage 
public  health  risks  associated  with  meat  and  poultry.  They  emphasized  an  approach  to 
inspection  called  Hazard  Analysis  and  Critical  Control  Points  (HACCP)  to  prevent  safety 
problems  before  they  occur.  The  1985  report  identified  several  characteristics  of  an 
optimal  meat  and  poultry  inspection  program,  including 

a  trace-back  and  recall  system  for  animal  from  final  sale  to  the  farm; 

more  scientific  expertise; 

an  inspection  system  with  different  levels  of  intensity,  reflecting  the  degree 
of  public  health  risk  at  various  stages  in  the  process  and  other  factors; 

development  of  rapid,  inexpensive  screening  tests  to  detect  chemical  and 
microbial  contaminants;  and 

enhanced  enforcement  capabilities  and  adequate  resources. 

C.         USDA  REFORM  INITIATIVES 

In  the  wake  of  the  western  outbreak  of  E.  coli  0157:H7  Agriculture  Secretary 
Mike  Espy  and  FSIS  Administrator  Russell  Cross  announced  a  new  "two  track"  approach 
for  reforming  meat  and  poultry  safety  from  the  farm  to  the  table.26  Track  I  involves 
the  implementation  of  six  major  initiatives  for  maximizing  the  performance  of  the 
current  inspection  system.  Track  II  represents  the  agency's  commitment  to  design,  test, 
and  implement  the  regulatory  program  of  the  future.  A  key  component  of  both  tracks  is 
USDA's  Pathogen  Reduction  Program  aimed  at  reducing  the  likelihood  that  harmful 
microorganisms-such  as  Salmonella,  Listeria  monocytogenes,  or  E.  coli  0157:H70~  will 
enter  the  food  supply  at  key  points  in  the  production,  distribution,  and  consumption 
chain  from  farm  to  table.27 

l.       Track  1 

The  following  points  make  up  track  I: 

-  Public  ownership:   FSIS  will  seek  the  views  of  all  its  constituencies 
in  an  open,  participatory  decision  making  process. 

-  Staff  and  structure  the  agency:   maximize  current  program's 
effectiveness. 

-  Labor  relations:  build  a  strong,  mutually  supportive  relationship 
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with  the  employee  organizations. 

-         Pathogen  Reduction  Program:   determine  the  microbiological  status 
of  raw  meat  and  poultry  and  establish  goals  for  reducing  pathogens. 

Consumer  service  and  education:   raise  consumer  awareness  levels 
regarding  safety  and  labeling  of  meat  and  poultry  products. 

Science  and  technology:   improve  the  current  inspection  system 
using  risk  analysis,  new  science,  and  technological  advances. 

2.  Track  II 

Track  II  calls  for  a  longer-term  effort  to  develop  an  entirely  new  meat  and 
poultry  regulatory  program.   FSIS  planned  a  three  step  approach  to  implement  Track  II: 

Step  1:   Conduct  regional  public  hearings, 

Step  2:   Conduct  a  worldwide  assessment  of  emerging  technologies, 
and 

Step  3:   Hold  meat  and  poultry  conference  to  determine  future  meat 
and  poultry  regulatory  program. 

3.  Pathogen  Reduction  Program 

USDA's  Pathogen  Reduction  Program  is  based  on  HACCP  principles  to 
identify  critical  control  points  throughout  the  production/processing  cycle,  including  (1) 
the  live  animal,  (2)  the  slaughter  process,  (3)  the  processing  plant,  (4)  the  food  service 
process,  and  (5)  consumer  education. 

a.         Live  animal  activities 

-  Conduct  comprehensive  research  to  determine  the  source  and 
incidence  of  E.  coli  0157:H7  and  other  pathogens. 

-  Conduct  on-farm  investigations  to  confirm  current 
assumptions  about  sources  of  contaminants. 

-  Develop  rapid  methods  for  identifying  pathogens. 

-  Establish  methods  for  the  identification  and  traceback  of 
animals. 
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Develop  on-farm  pathogen  prevention  program. 

b.  Slaughter  plant  activities 

Expand  microbiological  baseline  program  to  add  cows  to 
national  microbiological  baseline  monitoring  (initially  limited 
to  steers  and  heifers);  expand  baseline  monitoring  to  poultry 
and  swine. 

Evaluate  current  slaughter  and  processing  methods. 

Use  organic  acid  and  other  preventive  substances  to  reduce 
pathogens  on  surfaces  of  beef  carcasses. 

Test  "disabled"  and  other  "suspect"  animals  to  determine  if  E. 
coli  0157:H7  is  more  prevalent  in  "sick"  animals. 

Enhance  veterinary  coverage  of  higher  risk  slaughter  plants. 

Mandate  improved  recordkeeping  for  slaughter  plants. 

c.  Processing  plant  activities 

Establish  and  enforce  strict  time  and  temperature 
requirements  to  control  bacteria  in  meat  trimmings. 

Finalize  "patties"  regulation  for  cooking  and  handling  of 
patties  produced  at  establishments. 

Mandate  safe-handling  labels  for  all  raw  meat  and  poultry 
products. 

Research  irradiation  to  support  a  petition  for  FDA  approval 
of  irradiation  for  fresh  ground  beef  and  beef  trimmings. 

-  Evaluate  inspection  in  processing  plants. 

-  Ensure  complete  and  accurate  recordkeeping  for  all 
transactions. 

d.  Food  service  step  activities 

Sponsor  teleconference  to  share  information  on  food  safety 
requirements. 
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Help  state  enforcement  programs. 

Educate  food  handlers,  including  fast-food  restaurant 
employees,  about  proper  cooking  and  handling. 

Label  school  lunch  products. 

Enhance  model  codes  by  working  with  FDA  and  the  states  to 
ensure  adequate  controls  in  the  model  retail  code. 

e.         Consumer  awareness  step  activities 

Enhance  consumer  awareness  campaign. 

Promote  consumer  education  materials. 

Promote  the  USDA's  toll  free  meat  and  poultry  hotline. 

Expand  food  safety  education. 

4.         Planned  Time  Frame  for  Implementation 

On  February  5,  1993,  Secretary  Espy  testified  that  14  of  the  33  initiatives 
that  the  Department  presented  could  be  implemented  in  less  than  12  months.   Although 
some  of  the  Department's  initiatives  have  no  ending  time  because  they  are  research 
efforts,  Dr.  Hollingsworth,  Assistant  to  the  Administrator,  FSIS,  also  testified  that  14  of 
33  initiatives  could  be  accomplished  within  12  months  or  less,  some  of  them  as  quickly  as 
2  months.28 

D.        STATUS  OF  USDA'S  REFORM  INITIATIVES 

The  status  of  USDA's  reform  initiatives  is  unclear  and  controversial  and  a  major 
reason  for  convening  this  hearing.   We  plan  to  listen  to  critiques  of  the  extent  of  USDA's 
progress  in  implementing  its  reform  initiatives  at  the  November  4,  1993  hearing. 
Subcommittee  staff  will  prepare  a  more  detailed  memorandum  on  each  initiative  prior  to 
the  second  day  hearing  with  USDA  to  be  scheduled  later  in  November  1993. 

On  October  4,  1993,  we  asked  Secretary  Espy  to  provide  a  status  report  on 
USDA's  initiatives.  Specifically,  we  asked  him  to  provide  a  brief  description,  the 
estimated  level  of  effort  needed  to  achieve  the  objective  (e.g.,  staff  years  and  resources), 
the  projected  timetable  to  completion,  and  results  to  date.  The  Department  has  not  yet 
complied  with  this  request.  Instead,  FSIS  staff  have  provided  a  package  of  reports, 
newsletters,  and  background  documents  for  several  of  the  major  initiatives.   During  a 
meeting  with  USDA  officials  on  October  15,  1993,  including  the  Deputy  Assistant 
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Secretary  for  Marketing  and  Inspection,  Pat  Jensen,  FSIS  officials  claimed  that  there  is 
no  overall  management  plan  for  the  initiatives. 

Although  USDA  has  completed  several  of  its  specific  initiatives-such  as 
conducting  six  field  hearings  this  summer  to  obtain  public  input  on  its  current  program 
and  reform  efforts-critics  have  challenged  USDA's  commitment  to  change  because 
several  initiatives  have  been  delayed  or  disrupted.   In  brief,  critics  claim  that  not  much 
has  changed  in  the  11  months  since  the  western  outbreak  of  E.  coli  0157:H7. 

A  few  examples  demonstrate  the  uncertain  status  of  several  of  USDA's  reform 
initiatives: 

On  May  27,  1993,  Secretary  Espy  announced  that  regulations  would  be 
proposed  within  90  days  requiring  plants  to  adopt  HACCP  procedures.   In 
September,  Department  officials  announced  that  USDA  had  postponed 
mandating  HACCP  so  that  it  could  conduct  further  public  hearings  on  the 
components  of  such  a  system. 

On  August  16,  1993,  USDA  published  an  interim  rule  in  the  Federal 
Register  to  require  safe  handling  instructions  on  all  meat  and  poultry 
product  labels  by  October  15,  1993.  On  October  14,  1993,  a  U.S.  District 
Court  Judge  in  Austin,  TX,  blocked  the  rule  on  the  grounds  that  USDA 
violated  the  Administrative  Procedures  Act  by  not  following  the  notice-and- 
comment  procedure.  The  judge  disagreed  with  USDA's  assertion  that 
several  recent  outbreaks  of  E.  coli  0157:H7  represented  a  public  health 
emergency  that  justified  issuance  of  an  interim  rule.   In  addition,  the  judge 
took  issue  with  the  manner  in  which  USDA  developed  the  interim  rule. 

-         On  May  27,  1993,  Secretary  Espy  announced  that,  within  30  days  of  the 
end  of  the  public  hearings,  USDA  would  present  a  package  of  legislative 
proposals  to  strengthen  USDA's  authority.  The  hearings  ended  June  18, 
1993,  but  the  Department  has  not  yet  put  forward  its  legislative  proposals. 

E.         VICE  PRESIDENTS  RECOMMENDATION 

Consumer  groups,  industry  representatives,  labor  unions,  and  others  have  grown 
increasingly  frustrated  by  the  pace  of  USDA's  reform  initiatives.   For  example,  consumer 
critics  point  out  that  over  8  years  since  the  first  NAS  report,  USDA  still  has  not 
conducted  a  basic  assessment  of  health  risks  associated  with  consumption  of  meat  and 
poultry  products,  has  not  yet  developed  and  implemented  rapid  diagnostic  tests  to  detect 
pathogens,  has  not  sufficiendy  broadened  the  base  of  scientific  expertise  of  its  staff,  and 
has  not  yet  developed  a  trace-back  and  recall  system.30  Critics  believe  that  USDA  has 
made  little  progress  because  it  must  play  two  roles-promoting  agriculture  and  protecting 
the  public. 
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On  September  7,  1993,  the  Vice  President's  National  Performance  Review 
recommended,  "Eliminate  the  Food  Safety  and  Inspection  Service  as  a  separate  agency 
by  consolidating  all  food  safety  responsibilities  under  the  Food  and  Drug 
Administration."31  The  report  cited  problems  with  duplication  and  gaps  in  coverage 
and  argued  that  streamlining  and  enhancing  enforcement  authority  would  allow  FDA  to 
develop  a  scientifically  based  system  for  inspections.  The  details  of  the  proposal  are 
expected  to  be  released  in  a  report  on  the  Department  of  Health  and  Human  Resources 
sometime  this  fall. 

The  Vice  President's  proposal  has  been  controversial.   Consumer  groups  generally 
support  the  proposal  of  transferring  food  safety  responsibilities  from  USDA  to  FDA  or 
an  agency  with  an  explicit  "public  health"  mission.   Industry  groups  and  USDA's 
inspectors'  union  believe  that  (1)  reorganization  should  only  be  considered  after  USDA 
has  had  an  opportunity  to  implement  its  reform  initiatives  and  (2)  that  the  Vice 
President's  proposal  fails  to  consider  the  need  to  maintain  a  "farm-to-table"  approach  to 
food  safety.  Transferring  only  FSIS  to  FDA  would  sacrifice  progress  within  USDA's 
Animal  and  Plant  Health  Inspection  Service  and  extension  service.   If  food  safety  is 
consolidated,  these  groups  believe  it  should  be  consolidated  within  USDA. 

Although  the  Vice  President's  proposal  is  one  of  several  that  have  been  suggested 
to  reorganize  federal  food  safety  efforts,  most  of  the  proposals  have  dealt  with  the 
organizational  scheme  and  not  the  objective  or  mission  of  federal  food  safety  efforts. 
What  may  be  missing  is  the  need  to  develop  a  comprehensive  federal  food  safety  policy. 

VII.      CONCLUSION 

To  adequately  consider  the  basis  of  the  Vice  President's  recommendation  it  is 
necessary  to  review  the  performance  of  federal  organizations  that  are  currently 
responsible  for  ensuring  the  safety  of  the  nation's  food  supply.  The  larger  question  to 
consider  during  these  hearings  is  whether  the  American  taxpayers  are  getting  their 
money's  worth  from  the  existing  federal  food  safety  system.  Historically,  advances  in  the 
U.S.  public  health  system  have  occurred  as  a  result  of  one  or  more  major  health  crises. 
How  may  more  children  will  die  from  E.  coli  0157:H7  before  the  system  is  improved? 
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Cutting  Back  to  Basics 


Action:  Eliminate  the  Food  Safety 
and  Inspection  Service  as  a  separate 
agency  by  consolidating  all  food  safety 
responsibilities  under  the  Food  and  Drug 
Administration.26 

Sometimes  duplication  among  federal 
programs  can  make  us  ill — even  kill  us. 
Take  the  way  we  inspect  food  for 
contamination.  Several  agencies  are 
involved,  each  operating  under  separate 
legislation,  with  different  standards,  and 
with  staff  trained  in  different  procedures.  In 
1992,  the  Food  and  Drug  Administration 
(FDA) — pan  of  the  Department  of  Health 
and  Human  Services — devoted  about  255 
staff  years  to  inspecting  53,000  food  stores, 
while  the  Food  Safety  and  Inspection 
Service  (FSIS) — pan  of  the  Department  of 
Agriculture — devoted  9,000  staff  years  to 
inspecting  6,100  food  processing  plants. 

But  this  duplication  doesn't  mean  that 
we  cover  all  sources  of  contamination 
thoroughly.  Meat  and  poultry  products 
must  be  inspected  daily,  while  shellfish, 
which  have  the  same  risk  of  causing  food 
borne  illness,  are  not  required  by  law  to  be 
federally  inspected.  Too  many  items  fall 
through  the  bureaucratic  cracks.  Not  only 
that,  enforcement  powers  vary  among  the 
different  agencies.  If  the  FDA  finds 
unsanitary  plant  conditions  or 
contaminated  products,  compliance  is 
usually  voluntary  because  the  agency  lacks 
FSIS's  powers  to  close  plants  or  seize  or 
detain  suspect  or  known  contaminated 
products.  And  if  one  agency  refers  a 
problem  to  another,  follow  up  is  at  best 
slow  and  at  worst  ignored.27 

With  no  fewer  than  21  agencies  engaged 
in  research  on  food  safety,  often  duplicating 
each  other's  efforts,  we  aren't  progressing  fast 
enough  in  understanding  and  overcoming 
life-threatening  illness.  As  recent  and  fatal 
outbreaks  of  food-bome  illness  attest, 
multiple  agencies  aren't  adequately 
protecting  Americans. 

Under  our  recommended  streamlining, 
the  FDA  would  handle  all  food  safety 
regulations  and  inspection,  spanning  the 
work  of  the  many  different  agencies  now 


involved.  The  new  FDA  would  have  the 
power  to  require  all  food  processing  plants 
to  identify  the  danger  points  in  their 
processes  on  which  safety  inspections  would 
focus.  Where  and  how  inspections  are 
earned  out,  not  the  number  or  frequency  of 
inspections,  determines  the  efficiency  of  the 
system. 

The  FDA  would  also  develop  rigorous, 
scientifically  based  systems  for  conducting 
inspections.  Today,  we  rely,  primarily,  on 
inspection  by  touch,  sight,  and  smell. 
Modern  technology  allows  more  reliable 
methods.  We  should  employ  the  full  power 
of  modern  technology  to  detect  the 
presence  of  microbes,  giving  Americans  the 
best  possible  protection.  Wherever  possible, 
reponing  should  be  automated  so  that 
high-risk  foods  and  high-risk  food 
processors  can  be  found  quickly. 
Enforcement  powers  should  be  uniform  for 
all  types  of  foods,  with  incentives  built  in  to 
reward  businesses  with  strong  safety  records. 

Action:  Consolidate  non-military 
international  broadcasting.28 

The  U.S.  government  funds  several 
overseas  broadcasting  services — including 
those  operated  by  the  United  States 
Information  Agency's  Bureau  of 
Broadcasting,  which  accounts  for  one-third 
of  the  agency's  $1.2  billion  budget,  and 
services  such  as  Radio  Free  Europe  and 
Radio  Liberty,  which  have  budgets  totalling 
S220  million  a  year.  All  non-military 
international  broadcasting  services  should 
be  consolidated  under  the  USIA.  Pan  of 
this  was  propsed  in  the  President's  budget 
request  ror  fiscal  year  1 994. 

Action:  Create  a  single  civilian  polar 
satellite  system.29 

Collecting  temperature,  moisture,  and 
other  weather  and  environmental 
information  from  polar  satellites  is  a  vital 
task,  both  for  weather  forecasting  and  for 
global  climate  studies.  But  we  have  two 
different  systems,  one  run  by  the 
Department  of  Defense  and  the  other  by 
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NATIONAL  PERFORMANCE  REVIEW 

FOOD  SAFETY  WORKING  GROUP 

The  National  Performance  Review  convened  a  working  group  on  food  safety  to  define 
the  parameters  of  a  uniform,  scientific,  risk-based  inspection  system  The  following  members 
met  June  28  and  29,  1993  to  discuss  these  issues,  and  have  spent  the  past  months  refining  the 
enclosed  document: 

(1)  Catherine  Cameval,  V  M  D  ,  Acting  Director,  Executive  Operations  Staff.  Food 
and  Drug  Administration,  Department  of  Health  and  Human  Services 

(2)  Don  Franco,  D.V.M.,  M.P.H.,  Dipl   ACVPM,  Director,  Scientific  Services, 
National  Renderers  Association 

(3)  Karen  Henderson,  DVM,  Health  and  Human  Services  Team,  National 
Performance  Review 

(4)  Karl  Klontz,  MD  .  M  PH  ,  Medical  Officer,  Epidemiology  Branch,  Food  and 
Drug  Administration,  Department  of  Health  and  Human  Services 

(5)  Anthony  Kotula,  PhD  ,  Professor,  University  of  Connecticut,  Stons,  Connecticut 

(6)  Jody  Kusek,  MBA  ,  M  PH,  Team  Leader,  Agriculture  Team,  National 
Performance  Review 

(7)  Jack  C   Leighty,  DVM,  Dipl   ACVPM,  Consultant  on  Public  Health  and 
Industrial  Food  Hygiene 

(8)  John  W     McCutcheon,  B.S.,  M.S.E.,  Deputy  Administrator,  Regulatory  Programs, 
Food  Safety  and  Inspection  Service,  U  S   Department  of  Agriculture 

(9)  Edward  L   Menning,  D.V  M  ,  M.P.H.,  Dipl   ACVPM,  Executive  Vice  President, 
National  Association  of  Federal  Veterinarians 

(10)  Harry  Teitelbaum,  PhD  ,  Science  Coordinator  for  Risk  Assessment  Forum, 
Environmental  Protection  Agency 

Karen  Henderson,  member  of  the  National  Performance  Review,  served  as  moderator 
for  the  two  day  session    GAO  Report  RCED-92-152,  June,  1992,  Uniform,  Risk-based 
Inspection  System  Needed  to  Ensure  Safe  Food  Supply,  and  other  materials  made  available  to 
the  Working  Group  provided  valuable  background  on  the  problems  with  the  current  National 
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food  safety  inspection  system     Recommendations  were  developed  to  address  these  problems, 
and  to  also  address  other  food  safety  issues  identified  by  the  group     The  consensus  of  the 
working  group  was  that  a  new,  independent  food  safety  agency  is  needed  to  correct   problems 
in  the  present  system.    Other  options  were  addressed  but  were  not  as  effective  in  assuring 
protection  of  the  nation's  food  supply.    A  detailed  description  of  the  functions  and 
characteristics  of  this  new  agency  are  addressed  in  our  report  recommendations. 
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EXECUTIVE  SUMMARY 

Today,  this  country's  food  safety  and  inspection  system  is  a  complex 
regulatory  network  consisting  of  35  laws  and  involving  12  different  agencies. 
The  system  is  cumbersome,  inefficient  and  ineffective.    It  can  not  adequately 
protect  the  consumer  against  all  sources  of  foodborne  illness  and  economic 
fraud. 

Naturally  occurring  toxins,  such  as  domoic  acid  and  ciguatoxin  in  seafood, 
mold  toxins  in  grains,  beans  and  nuts,  and  bacterial  toxins,  such  as 
staphylococcus  enterotoxin  cause  serious  illnesses  in  consumers. 
Microorganisms,  such  as  Vibrio  vulnificus,  Listeria,  Salmonella,  Campylobacter, 
E.  Coli  0157:H7  in  seafood,  meat,  and  poultry,  are  responsible  for  outbreaks  of 
foodborne  infections  that  may  result  in  death,  disabling  diseases,  and  significant 
economic  losses  for  the  country.    Parasites,  such  as  trichina,  toxoplasma  and  the 
anisakidae  in  food  animals  and  seafood  are  continuing  foodborne  hazards. 
Residues  from  the  use  of  animal  drugs  and  industrial  and  agricultural  chemicals 
in  foods  can  cause  acute  illness  and  may  be  the  source  of  long  term  health 
problems  when  consumed  on  a  chronic  basis.    These,  and  many  other  foodborne 
disease  agents,  are  justifiably  of  great  concern  to  this  country's  consumers. 
Widespread  outbreaks  of  acute  foodborne  disease  occur  unexpectedly  with 
severe  health  and  economic  consequences.  The  suffering  and  economic  losses 
from  chronic  disease,  while  difficult  to  measure  is  believed  to  be  significant. 
Economic  fraud  becomes  more  sophisticated,  more  profitable  for  perpetrators, 
and  more  difficult  for  consumers  to  detect  each  year. 

A  food  inspection  system  is  needed  that  protects  the  consumers  by 
adequately  addressing  the  above  problems.    This  system  must  use  inspection 
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methods  proven  to  be  effective,  and  new  and  innovative  strategies  and 
techniques.     At  the  present  time,  the  frequency  and  intensity  of  inspection  is 
driven  as  much  by  law  as  by  science.    Certain  food  processing  facilities, 
preparing  foods  that  pose  similar  health  risks,  may  be  inspected  daily  by  the 
Food  Safety  and  Inspection  Service,  U.S.  Department  of  Agriculture,  but  may  be 
inspected  only  once  every  three  to  five  years  by  the  Food  and  Drug 
Administration,  U.S.  Department  of  Health  and  Human  Services.    The  current 
food  inspection  programs  have  overlapping  and  duplicate  inspections,  and 
inspection  efforts  are  sometimes  poorly  coordinated.    Insanitary  and  other 
unacceptable  conditions  can  persist  in  an  establishment  because  the  inspector 
present  in  the  plant  does  not  have  authority  to  take  action  against  a  product  or 
process  for  which  another  agency  has  legal  oversight.    The  statutory 
enforcement  authority  of  some  food  inspection  agencies  is  significantly  lacking, 
and  what  tools  exist  are  inefficient  to  do  the  job. 

Food  safety  research  is  conducted  by  21  agencies  with  little  or  no 
coordination  and  much  duplication  of  effort.    This  causes  research  money  to  be 
used  on  similar  projects  in  different  agencies     Research  funds  are  often  wasted 
that  should  be  used  for  the  evaluation  of  emerging  food  related  health  problems, 
and  the  development  of  new  technology  for  controlling  current  and  emerging 
problems. 

The  creation  of  a  single,  independent,  food  safety  agency  that  is 
responsible  for  administering  a  uniform  set  of  scientifically-based  food  safety 
laws  would  provide  a  regulatory  system  that  is  cost  efficient  and  capable  of 
assuring  a  wholesome,  honestly  labeled,  and  unadulterated  food  supply  for  this 
nation's  consumers.    It  would  eliminate  the  overlapping  and  duplicative  efforts 
now  existing  in  this  country's  food  safety  programs;  eliminate  illogical  and 

4 


73 


inconsistent  treatment  of  food  products  posing  similar  risks;  avoid  problems 
associated  with  ineffective  interagency  agreements;  consolidate  federal  food 
safety  appropriations;  and  reduce  administrative  costs  by  eliminating  redundant 
overhead. 

This  agertcy  must  have  a  public  health  based,  consumer  service  mission. 
It  must  concentrate  on  the  prevention  and  control  of  foodborne  illness  and  food 
related  fraud,  and  on  continuous  improvement  of  its  operations.    It  must  be 
scientific,  basing  inspections  on  professional  medical  knowledge  of  the  risks 
associated  with  the  foodborne  health  hazards  and  the  compliance  histories  of  the 
food  processing  establishments.    There  must  be  an  effective  food  safety  research 
component  staffed  by  qualified  research  scientists,  and  there  must  be  statutory 
enforcement  authority  that  is  fully  adequate  for  the  protection  of  the  nation's 
food  supply.    It  is  imperative  that  the  agency  be  managed  by  qualified  medical 
and  scientific  professionals  experienced  in  the  control  of  food  related  public 
health  problems,  and  there  must  be  adequate  epidemiological  and  public  health 
data  provided  on  foodborne  illnesses  to  adequately  measure  the  effectiveness  of 
this  agency  in  protecting  the  consumer. 

The  working  group  is  confident  that  any  agency  meeting  the  above  criteria 
should  be  answerable  to  the  consumers  for  whom  these  vital  services  are 
provided,  and  therefore  must  be  unincumbered  by  competing  priorities  of 
departments  within  which  such  food  safety  agencies  currently  reside.    An 
independent  food  safety  agency  would  assure  a  separate  budget  process  and 
direct  communication  with  Congress  on  food  safety  issues.  This  working  group 
recommends  that  the  new  food  safety  agency  be  independent,  not  within  the 
departments  that  currently  exist,  and  principally  answerable  to  the  consumers  for 
whom  this  vital  service  is  provided. 
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DEVELOP  A  NATIONAL,  UNIFORM,  SCIENTIFIC,  RISK-BASED  INSPECTION 
SYSTEM  TO  ENSURE  A  SAFE  FOOD  SUPPLY 

Background 

The  Centers  for  Disease  Control  and  Prevention,  (CDC),  US   Department  of  Health 
and  Human  Services,  (HHS)  estimates  that  at  least  9,000  Americans  die  from  foodborne 
illness  each  year,  and  that  6  5  million  become  sick  from  eating  contaminated  foods     Because 
many  of  these  cases  go  undiagnosed,  the  actual  figure  is  probably  much  higher  than  the 
conservative  estimate  of  6  5  million     The  estimate  by  officials  at  the  Food  and  Drug 
Administration  (FDA)  is,  m  fact,  much  higher  -  at  least  24  million.    The  current  system  of 
determining  the  prevalence  of  foodborne  illness  in  this  country  is  inadequate  in  many 
respects.    An  effective  system,  such  as  that  which  is  currently  utilized  m  the  State  of 
Minnesota,  is  needed  to  provide  accurate  national  data  Resources  are  not  always  available  to 
investigate  foodborne  illness  so  that  outbreaks  can  be  recognized     An  effective  system  is 
needed  to  provide  accurate  national  data    This  is  an  essential  element  that  is  currently 
missing  from  the  tools  available  for  planning  and  evaluating  the  effectiveness  of  our  food 
safety  inspection  system 

Most  of  the  cases  of  foodborne  illness  today  can  be  traced  to  meat,  poultry,  eggs, 
milk,  fish  and  shellfish.    Shellfish  alone  caused  21  percent  of  all  reported  food  poisonings 
arising  from  the  consumption  of  meat,  fish,  or  poultry  between  1978  and  1987.  Toxins, 
natural  in  ongin,  such  as  domoic  acid,  ciguatoxin  and  aflatoxin  are  regularly  found  in 
seafoods,  grains,  nuts  and  dried  beans     Food  can  be  contaminated  with  harmful  microorgan- 
isms, such  as  bacteria,  viruses,  and  fungi,  parasites,  such  as  tapeworms,  roundworms  and 
flukes,  chemicals,  such  as  pesticides,  animal  drugs,  flavor  and  color  additives,  and  agricultural 
or  industrial  chemicals      All  such  foodborne  health  hazards  can,  and  do,  regularly  cause 
human  illness.  In  recent  years,  a  number  of  outbreaks  of  foodborne  illness  caused  by  highly 
pathogenic  bacteria  have  called  attention  to  the  particular  importance  of  these  organisms 
Typical  foods  involved  have  included  cheese  contaminated  with  Listena,  milk  and  cantaloupe 
contaminated  with  Salmonella,  canned  mushrooms  contaminated  with  Staphylococcus,  and 
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hamburger  contaminated  with  E  coli  0157H7.    However,  the  great  variety  of  foodbome 
hazards  that  exist  and  their  acute  or  chronic  impact  on  the  health  of  consumers,  as  in  the  case 
of  the   contamination  of  foods  with  chemicals  which  may  contribute  to  mcreased  numbers  of 
cases  of  cancer  and  birth  defects,  are  no  less  important 

Some  of  the  current  factors  contributing  to  foodbome  illness  seem  to  be  an  outgrowth 
of  major  changes  in  food  production,  processing,  distribution  and  preparation  systems,  and  the 
mcreased  vulnerability  of  certain  segments  of  the  population     Today  high  speed,  mass 
production  food  processmg  systems  move  vast  quantities  of  meat,  poultry  and  seafoods,  and 
processed  foods  to  all  parts  of  the  country  within  hours  after  production.    Large  volumes  of 
food  are  imported  from  countries  whose  food  production  and  processmg  mdustnes  are  not 
under  US   control.    As  a  consequence,  when  outbreaks  of  foodbome  illness  occur,  the 
outbreak  may  be  widespread  and  the  numbers  of  persons  affected  may  be  very  large. 

Today,  more  meals  are  eaten  outside  the  home,  and  more  of  the  foods  eaten  in  the 
home  are  pre-prepared  m  some  respect     As  a  result,  consumers  have  less  control  over  the 
safety  of  their  food  and  its  preparation     The  utilization  of  unwholesome  raw  materials  or  poor 
hygienic  controls  during  commercial  processmg  and  preparation  for  consumption  can  have 
dire  consequences.    While  the  U.S.  population  is  generally  healthy,  certain  important  segments 
of  our  society  are  more  susceptible  to  foodbome  disease  than  the  general  population     These 
include  the  very  old,  the  very  young  and  the  increasing  numbers  of  persons  who  are 
immunologically  suppressed,  by  a  disease  process  or  the  therapeutic  agents  used  to  control  the 
effects  of  a  disease.    This  is  a  population  that  must  be  considered  when  establishing  public 
policy  related  to  how  safe  a  safe  food  supply  should  be     Some  foodbome  bacteria,  including 
Salmonella,  have  been  associated  with  chronic  diseases  such  as  arthritis.    The  parasite 
Toxoplasma  gondii  has  been  shown  to  cause  dementia  in  immunocompromised  individuals, 
including  more  than  50  percent  of  AIDS  patients    The  incidence  of  Mycobacterium  avium  in 
immunocompromised  persons  is  also  rapidly  on  the  rise. 

The  prevention  and  control  of  foodbome  illness  and  foodbome  disease  outbreaks  is  of 
great  economic  importance  These  illnesses  and  outbreaks  are  expensive  not  only  for  those 
who  are  ill,  but  also  for  society     An  April  1985  Journal  of  Food  Protection  article  estimated 
that  foodbome  illnesses  in  the  U.S.  costs  between  $1  to  $10  billion  annually.  This  figure 
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includes  direct  medical  costs,  lost  wages  and  productivity,  and  industry  loss  through  embargo, 
voluntary  destruction  and  recall   The  article  stated  that  "Any  money  spent  on  research, 
surveillance  and  public  education  would  be  only  a  small  fraction  of  the  cost  otherwise  borne 
by  the  economy  when  disease  occurs.  In  most  instances  food  supplier  losses  m  the  form  of 
recalls,  lost   business,  legal  fees,  legal  settlements  and  wages  exceeded   the  medical  costs  and 
lost  earnings  of  the  victims,  thus  the  indirect  cost  to  the  economy  may  equal  or  even  double 
the   patient-related  cost  estimates." 

A  July  1988  Journal  of  Food  Protection  article  indicated  that  a  preliminary  estimate, 
based  on  an  estimate  of  12  6  million  cases  of  foodbome  illness  per  year,  is  $8.4  billion 
annually.    The  article  stated  that  "Microbiological  disease,  bacterial  and  viral,  represent  84 
percent  of  the  United  States'  costs  with  salmonellosis:  $4  billion,  staphylococcal:  $15    billion, 
toxoplasmosis:  $445  million    listeriosis   $313  million,  campylobactenosis:  $156  million, 
trichinosis:  $144    million,  Clostridium  perfnngens  enteritis   $123  million;  E   coli:  $123 
million,  botulism   $322,200  per  case  .  " 

In  June,  1993,  Agriculture  Outlook  reported  "USDA's  Economic  Research  Service 
(ERS)  has  estimated  that  medical  costs  and  productivity  losses  from  foodbome  disease  caused 
by  several  major  bacterial  pathogens— Salmonella,  Campylobacter  jejuni  or  coli,  E.  coli 
0157  H7,  and  Listeria  monocytogenes  are  between  $2  5  and  $3  4  billion  annually   Costs  for 
several  major  parasitic  foodbome  diseases—Toxoplasma  gondii,  Tnchinella  spiralis,  Taenia 
saginata,  and  Taenia  solium  were  estimated  at  $2.6  billion  annually  "  These  annual  estimates 
for  1992  excluded  toxoplasmic  encephalitis  infections  in  2,250  -  10,200  AIDS  patients,  50 
percent  of  which  may  have  a  foodbome  origin." 

The  New  England  Journal  of  Medicine,  August,  1978  published  a  study  conducted  by 
CDC  on  the  impact  of  one  foodbome  disease— salmonellosis  The  study  showed  that 
"salmonellosis  is  much  more  than  an  inconvenience  —it  is  responsible  for  complications, 
operations  and  hospitalizations  of  five  to  six  days  for  previously  well  persons  in  all  age 
groups,  not  just  infants  and  the  elderly."  The  study  also  demonstrated  that  "salmonellosis  is 
expensive  not  only  for  those  who  are  ill,  but  also  for  society  because  such  outbreaks 
adversely  affect  the  economy  "  The  study  stated  "Since  salmonellosis  is  a   preventable 
disease,  the  cost  of  public-health  programs  to  detect,  control,  and  prevent  salmonellosis  must 
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be  measured  against  the  unnecessary  medical  expenses  and  loss-of-productivity  costs,  which 
may  be  more  than  a  billion  dollars  a  year "     It  is  clear  that  as  this  administration  works 
diligently  to  improve  the  economy,  reduce  the  deficit,  and  reform  health  care,  the  prevention 
and  control  of  foodborne  disease  outbreaks  must  be  thoroughly  addressed 

Enormous  profits  can  be  made  by  persons,  or  organizations,  that  adulterate  foods  or 
deal  in  foods  that  are  unwholesome    The  methods  available  for  adding  cheap  or  worthless 
components  to  foods,  or  for  concealing  unwholesomeness  and  inferiority,  particularly  of  the 
expensive  foods  of  animal  origin,  are  numerous,  highly  sophisticated  and  easily  applied 
Control  of  food  associated  fraud  is  important  to  the  dietary  health,  the  value  of  the  food  do|lar 
and  the  confidence  of  the  consumer  in  the  safety  and  quality  of  the  nations  food  supply. 
Unwholesome,  adulterated  foods  compete  unfairly  in  the  marketplace  with  foods  that  are 
wholesome  and  free  of  adulteration.    An  effective  regulatory  system  is  needed  to  act  on 
behalf  of  consumers,  and  the  food  industry,  to  prevent  such  practices,  when  possible,  and  to 
take  the  profit  out  of  such  practices  when  they  are  found  to  occur. 

There  are  inconsistent  and  illogical  differences  between  the  different  agencies' 
approaches  and  enforcement  authorities  which  weaken  the  systems  effectiveness.    It  is  not 
uncommon  for  the  actions  taken  to  enforce  the  regulatory  standards  for  safety,  in  a  food 
processmg  plant,  to  be  determined  by  the  legislation  that  governs  the  responsible  agency,  and 
not  by  an  assessment  of  the  actual  risk  that  product  poses  to  public  health  or  economic  fraud 
Also,  differing  regulatory  approaches,  jurisdictional  conflicts  among  agencies,  and  the 
inability  to  reallocate  resources  across  agencies  have  resulted  m  a  system  that  fails  to  fully 
protect  the  public's  health  and  prevent  economic  fraud. 

1)  The  present  food  protection  programs  do  not  adequately  meet  the  current  regulatory 
needs  of  the  country. 

Viewed  m  its  entirety,  the  existing  food  protection  structure  is  inefficient,  cumbersome 
and  costly     An  optimal  system  of  control  would  be  one  with  different  levels  of  intensity  of 
inspection,  reflecting  the  degree  of  public  health  risk  and  fraud  associated  with  the  particular 
food  or  food  product     It  would  have  an  effective  monitoring  system,  and  an  accurate 
compliance  history  of  each  establishment  in  the  food  industry     Its  objectives  should  be  that  of 
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serving  the  nation's  consumers,  and  it  should  be  free  to  establish  public  policy,  related  to  the 
protection  of  food,  independent  of  the  undue  pressures  and  influence  of  the  regulated  industry 
and  its  political  advocates    The  current  food  inspection  network  of  programs  does  not  meet 
this  criteria. 

2)  The  present  food  protection  system  is  not  adequate  to  fully  protect  the  consumer 
against  foodbome  illness. 

A  system  is  needed  that  applies  the  sciences  associated  with  food  hygiene  and  control 
of  food  related  fraud  based  on  priorities  established  by  the  careful  evaluation  of  the  risks 
associated  with  the  products  and  their  producers 

The  food  industry  must  be  encouraged,  and  if  necessary,  assisted  in  the  voluntary 
application  of  process  control  systems  which  allow  processors  to  focus  more  effectively  on 
public  health  related  hazards  in  their  food  production  processes     One  example  of  such  a 
control  process  is  the  Hazard  Analysis  Critical  Control  Point  (HACCP)  system 

HACCP  is  a  system  of  sanitation  and  process  control  for  the  manufacturing  and 
processing  of  food  products     It  is  capable,  when  correctly  applied,  of  assuring  food  safetv  and 
wholesomeness  and  preventing  economic  adulteration 

The  system  requires  that  a  manufacturer  develop  a  specific  HACCP  plan  for  each 
category  of  products  produced     The  development  of  such  programs  could  be  assisted  by 
agency  experts  and  become  an  important  consideration  in  the  evaluation  of  the  quality  of  a 
particular  manufacturer's  capability  for  producing  wholesome  unadulterated  foods     Systems, 
such  as  HACCP,  could  be  a  major  factor  in  improving  the  food  industry's  motivation  and 
ability  to  carry  out  its  legal  responsibility  for  identifying  and  controlling  public  health  hazards 
and  food-associated  economic  fraud 

A  National  Academy  of  Sciences  committee  has  indicated  that  an  optimal  inspection 
system  is  one  with  different  levels  of  intensity  based  on  the  degree  of  public  health  risk  at 
various  stages  in  the  production  process,  and  has  a  reliable  monitoring  system,  and  an 
accurate  compliance  history  of  each  processing  plant,  while  addressing  the  food  protection 
needs  of  the  consumer     Process  control  procedures,  such  as  HACCP,  concentrate  on  the 
critical  control  points  in  the  processes  that  potentially  pose  public  health  risk     A  food 
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protection  agency  must  have  a  reliable  monitoring  system  and  an  accurate  compliance  history 
of  food  establishments.  Without  such  information  the  inspection  system  would  lack  the  vital 
components  of  an  effective  consumer  protection  program 

3)  The  current  food  protection  programs  are  inconsistent  in  the  intensity  and  frequency 
of  inspection  for  foods  posing  similar  risks. 

FDA  mspectors  responsible  for  inspecting  much  of  the  nations  food  supply  are  also 
responsible  for  inspecting  firms  that  produce  medical  devices,  drug  manufacturing  facilities, 
and  blood  banks     A  limited  budget  and  limited  numbers  of  mspectors  have  resulted  in  agency 
policies  that  often  assign  these  medical  support  firms  higher  control  priority  than  food 
processing  plants  producing  "high-risk"  foods,  such  as  low  acid  canned  foods  and  infant 
formulas     Medical  device  producers  are  always  assigned  a  higher  inspection  priority  than 
"low-nsk"  food  facilities,  such  as  bakeries,  warehouses,  and  bottling  plants.    Although  FDA 
attempts  to  assign  a  risk  priority  to  foods  by  assigning  them  to  these  "high"  or  "low"  risk 
categories,  the  assignment  of  inspection  frequency  is,  in  practice,  inconsistent  and  not  based 
on  a  true  evaluation  of  the  health  and  fraud  risks  presented  by  such  foods    The  frequency  of 
inspection  is  most  often  based  on  the  availability  of  resources     Availability  is  often  controlled 
by  the  presence  of  a  crisis  in  the  drug  or  medical  supply  industry,  or  with  the  nations  blood 
supply     Such  a  crisis  usually  demands  that  FDA  concentrate  its  limited  resources  on  the  crisis 
issue,  thus  further  reducing  the  already  infrequent  inspection  of  food  manufacturing  firms     A 
recent  GAO  report  indicated  that  on  the  average,  FDA  inspects  food  establishments  once 
every  three  to  five  years. 

The  Federal  Meat  Inspection  Act  of  1907  and  the  Poultry  Products  Inspection  Act  of 
1957  (both  Acts  were  updated  in  the  late  1960s)  mandate  that  the  Department  of  Agriculture 
provide  continuous  inspections  at  slaughter  plants  examining  each  carcass     Such  inspections 
are  a  critical  point  in  the  elimination  of  diseased  and  otherwise  unwholesome  meat  and 
poultry  from  the  food  supply     For  example,  in  1989  these  mspectors  elimmated  an  enormous 
number  of  diseased  food  animals  from  our  nation's  meat  supply  -  approximately  70,000,000 
head  of  poultry,  140,000  cattle  and  181,000  pigs    This  is  of  particular  importance  to  the  task 
of  protectmg  consumers  from  foodbome  disease  because  many  of  the  disease  agents  that  are 
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particularly  hazardous  to  humans  may  be  earned  by  and  transmitted  through  the  meat  of 
diseased  food  animals.    The  requirement,  and  justification,  for  this  kind  of  inspection  is 
unique  to  food  animals. 

The  Acts  also  mandate  that  inspectors  visit  meat  and  poultry  processmg  plants  on  a 
minimum  daily  basis     The  law  is  inflexible  in  allowing  FSIS  to  reduce  the  minimum  number 
of  inspections     GAO  Report  RCED-92-152  states  "     in  fiscal  year  1991,  FSIS  devoted  about 
9000  staff  years  to  oversee  about  6,100  establishments,  while  FDA  devoted  about  255  staff 
years  to  oversee  an  estimated  53,000  food  establishments"     This  statement  referred  to  the 
mspection  of  domestic  food  establishments,  and  did  not  include  import  inspections    The  two 
agencies  also  have  different  approaches  for  some  foods  that  appear  to  pose  similar  risks     For 
example,  beef  broth  is  inspected  daily  by  FSIS,  while  plants  manufacturing  chicken  broth  may 
be  inspected  by  FDA  every  three  to  five  years.    Shellfish,  which  is  responsible  for  21  percent 
of  all  reported  foodbome  illness  that  results  from  the  consumption  of  meat,  poultry  and  fish, 
is  not  subject  to  mandatory  inspection     These  are  only  a  few  examples  of  inconsistencies  in 
inspections  in  the  present  system. 

A  National  Academy  of  Sciences  committee  has  recommended  that  the  frequency  and 
intensity  of  mspection  be  based  on  the  risks  presented  by  the  particular  food    They  have 
stated  that  the  risk  should  be  determined  by  analyzing  the  risk  m  a  manner  that  takes  into 
account  the  hazards  associated  with  the  food  product,  the  process  by  which  the  product  is 
manufactured,  and  the  compliance  history  of  the  establishment  producing  the  product     They 
propose  that  this  could  allow  federal  agencies  responsible  for  food  protection  to  use  their 
resources  more  efficiently 

4)  The  present  food  protection  network  has  inconsistent  enforcement  authority. 

FDA  in  particular  lacks  necessary  enforcement  authorities  to  assure  a  safe  food  supply 
Most  of  FDA's  findings  of  insanitary  conditions  or  practices,  or  adulterated  products,  must  be 
resolved  through  "voluntary"  compliance     At  times,  FDA  must  attempt  to  gam  legal  control 
of  suspect  products  by  use  of  a  federal  court  warrant     This  can  be  a  lengthy  process    While 
the  inspector  is  obtaining  the  warrant,  the  products  may  end  up  in  the  market  place,  unless  the 
states  in  which  the  products  are  located  use  their  authority  to  seize  and  detain  the  hazardous 
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products     FDA  does  not  have  immediate  authority  to  detain  adulterated  food  products     Under 
the  Food.  Drug  and  Cosmetic  Act.  it  lacks  the  authority  to  recall  adulterated  product  from  the 
market  place,  access  company  safety  and  quality  control  records,  and  preapprove  food  labels, 
to  prevent  fraudulent  claims     FDA  also  lacks  authority  for  a  mandatory  requirement  for  the 
registration  of  all  food  producing  establishments  which  it  is  required  by  law  to  regulate 
Establishments  that  are  not  somehow  identified  by  the  agency  go  uninspected    Too  often 
identification  follows  the  report  of  a  food  protection  problem  The  Food  Safety  and  Inspection 
Service  does  have  the  above  authorities,  but  lacks  the  authority  to  prevent  the  shipment  of 
animals,  known  to  be  mfected  or  to  bear  toxic  substances  in  their  tissues,  to  the  plant  for 
slaughter 

5)  Food  safety  researr1'  is  driven  by  varying  missions  from  the  many  agencies  for 
which  such  research  is  funded. 

A  January  1993  report  by  the  Committee  on  Food,  Agriculture,  and  Forestry  Research 
of  the  Federal  Coordinating  Council  for  Science  Engineering,  and  Technology  reports  that 
some  21  Federal  agencies  spend  approximately  200  million  dollars  on  food  safety  research 
under  approximately  50  laws  that  directly  or  indirectly  authorize  such  research.    These 
agencies  are  within  the  Department  of  Health  and  Human  Services,  Department  of 
Agriculture,  Environmental  Protection  Agency,  Department  of  Defense,  Department  of 
Commerce,  National  Science  Foundation,  Department  of  the  Treasury,  Department  of  State, 
and  the  National  Aeronautics  and  Space  Administration     The  research  may  be  basic  or 
applied,  laboratory  based  or  social  studies  research     It  may  be  broadly  or  specifically  focused, 
and  may  be  earned  out  in  federal  laboratories,  through  contracts,  cooperative  programs,  or 
grants  to  academia  and  the  private  sector 

The  areas  or  categories  of  research  include  microbiology  and  disease  agents,  drug  and 
pesticide. residues,  food  additives  natural  toxins,  environmental  and  industrial  contaminants, 
food  product  processing,  storage  and  packaging,  diet  and  nutntion,  and  food  production  from 
preharvest  to  harvest     Each  area  of  research  may  address  improved  methods  to  identify 
hazards,  prevention  and  control  of  foodbome  diseases,  mechanisms  of  action  of  disease 
agents,  risk  assessment  and  risk  management  methods,  or  consumer  behavior  studies 
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There  is  a  great  need  for  providing  a  single  food  protection  agency  with  the  principal 
authority  and  responsibility  for  food  safety  research     This  would  eliminate  the  duplication  of 
expensive  research  projects,  focus  research  priorities  on  critical  current  or  emerging  problems, 
develop  improved  strategies  and  methods  for  inspection  control,  and  facilitate  effective 
communications  and  sharing  of  information  between  researchers 

6)  The  current  protection  system  results  in  overlapping  and  duplicate  inspections. 

Inspection  efforts  are  poorly  coordinated    Coordination  agreements,  under  which  agencies  are 
required  to  notify  responsible  agencies  of  plant  problems  or  deficiencies  found  during 
inspection,  do  not  insure  that  food  safety  problems  are  corrected    A  recent  GAO  report  states 
that  insanitary  and  other  unacceptable  conditions  persist  m  food  processmg  plants  because 
notifications  do  not  always  take  place,  or  problems  referred  to  the  responsible  agency  are  not 
always  promptly  investigated    A  barrier  to  the  effective  use  of  interagency  agreements  has 
been  a  lack  of  resources,  within  some  agencies,  needed  to  follow  up  once  referrals  have  been 
made     Such  agencies  also  lack  adequate  internal  processes  for  assigning  and  tracking  reported 
problems    GAO  reports  products  under  FDA's  authority  that  are  also  processed  under  other 
agencies'  oversight,  or  fall  under  other  agencies'  voluntary  mspection  or  grading  programs 
which  are  often  duplicative  and  responsibilities  are  overlapping. 

Past  efforts  to  correct  deficiencies  in  the  food  protection  system  have  failed  because 
the  agencies  have  continued  to  operate  under  different  regulatory  approaches     The  division  of 
responsibility  between  USDA  and  FDA  "has  resulted  in  a  regulatory  program  which  is  often 
duplicative,  sometimes  contradictory,  undeniably  costly,  and  unduly  complex  ...  There  is  no 
rationale,  other  than  a  historic  one,  to  justify  maintaining  two  separate,  inconsistent,  and 
costly  systems  for  inspecting  and  otherwise  regulating  production  of  processed  foods"  reported 
the  Senate  Committee  on  Governmental  Affairs  in  1977    A  new  structure  defining  a  food 
.  protection  agency  whose  operation  would  be  based  on  a  uniform  enforcement  authority  and  a 
careful  evaluation  of  the  risks  different  food  products,  food  manufacturers,  and  manufacturing 
processes  pose  to  the  public  would  enable  Congress  to  enact  legislation,  fund  and  oversee  a 
single  food  protection  agency  with  the  capability  and  credibility  required  for  this  essential 
public  service 
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Recommendations 

Create  a  single  food  safety  agency  responsible  for  administering  a  uniform  set  of 
scientifically  based  foods  safety  laws. 

The  President  and  the  Congress  must  establish  a  new,  single  food  safety  agency 
responsible  for  protecting  the  nation's  food  supply     This  agency  should  be  independent  and 
not  within  the  departments  that  presently  exist    The  authority  for  enforcing  all  federal  food 
inspection  laws  and  regulations,  and  all  personnel,  facilities  and  equipment  used  by  such 
programs  should  be  transferred  to  the  new  agency     The  location  of  the  new  agency  within  the 
Executive  Branch  of  government  must  be  such  that  the  Congressional  committees  responsible 
for  the  appropnation  of  its  finds  are  unlikely  to  be  those  which  have  a  special  interest  in  pro- 
moting the  inspected  industries 

The  current  laws  regulating  federal  food  inspection  must  be  reviewed  immediately  to 
identify  areas  where  changes  in  the  laws  are  needed  to  base  food  mspections  on  sound  science 
and  strengthen  regulatory  authority.    The  new  agency  should  also  begin  a  review  of  the 
current  regulations  governing  federal  food  inspection  for  the  purpose  of  producing  uniform 
regulatory  requirements,  taking  into  consideration  the  inherent  risk  in  the  product  or  its 
production  and  the  unique  nature  of  the  foods  and  the  industries  that  produce  them.    It  is  also 
imperative  that  the  new  agency  begm  immediate  studies  to  determine  the  program  objectives 
that  are  to  be  addressed  in  order  to  have  the  maximum  preventive  impact  on  problems  of  food 
safety 

An  immediate  study  should  be  made  by  the  new  agency  of  current  staff  and  resources 
and  the  policies  govemmg  their  utilization,  and  the  information  obtained  should  be  used  to 
construct  a  new  organizational  structure,  a  management  system,  inspection  procedures,  and 
research  program  capable  of  meeting  public  health  based  objectives. 

This  new  food  safety  agency  must  serve  as  a  reinvention  model     Its  primary  mission 
must  be  consumer  protection  and  food  safety     It  must  be  customer  driven,  listening  to  and 
meetmg  the  needs  of  the  consumer  within  the  boundaries  of  sound  science.    Prevention  of 
foodborne  illness  and  prevention  of  poor  sanitation  and  manufacturing  practices  must  replace 
crisis  management     A  management  system  must  be  m  place  that  strives  for  continuous 

15 


84 


improvement,  concentrating  on  the  continuous  reduction  of  risks  of  foodborne  illness   This 
must  include  continuous  evaluation  and  reduction  in  the  numerical  regulatory  standards  for 
sanitation,  microorganisms,  and  residues  that  assist  m  reducing  risks     Empowering  the  front 
line  food  inspector  and  eliminating  cumbersome  layering  and  complicated  chain-of-commands 
must  be  accomplished  in  order  to  simplify  decision  making  in  the  field  and  improve 
regulatory  effectiveness 

User  fees  should  be  required  for  services  beyond  normal  inspection  functions   They 
should  be  required  when  food  establishments  require  additional  inspection  enforcement  effort 
due  to  repeated  noncompliance  with  regulations,  for  diagnostic  laboratory  testing  conducted  to 
release  detained  or  recalled  product  where  there  is  known  or  potential  contamination  of 
product,  for  other  regulatory  activity  outside  of  the  normal  monitoring  or  surveillance 
sampling  functions,  for  overtime  and  additional  shifts  requiring  inspection  oversight, 
inspection  of  imported  food  products,  certification  of  exported  food  products,  agency 
responses  to  FOIA  (Freedom  of  Information  Act)  requests,  and  for  other  special  services  as 
appropriate 

The  single  food  safety  agency  would  eliminate  the  need  for  interagency  agreements  for 
coordinating  inspection  activities  between  agencies,  and  will  eliminate  duplicative  inspections 
in  establishments  with  similar  products  under  the  authority  of  different  agencies 

It  is  recommended  that  the  new  Food  Safety  and  Inspection  Administration  meet  the 
following  criteria 

1)    Existing  food  safety  laws  should  be  amended  to  provide  uniform  regulatory 
authority  mat  is  adequate  to  monitor  and  control  foodborne  health  hazards  at  any  point  in  the 
country's  food  production  system.    Animal  feeds  must  be  amenable  to  the  laws  in  order  to 
prevent  the  adulteration  of  meat  with  foodborne  disease  agents  that  may  originate  in  such 
feeds. 

This  agency  must  have  authority  over  all  food  products  The  definition  of  the  term 
"food"  must  include  meat,  poultry,  milk,  eggs,  fish,  shellfish,  fruits,  vegetables,  gram  and 
grain  products,  nuts,  bottled  water,  alcoholic  and  other  beverages,  any  other  items  eaten  by 
humans,  and  animal  feeds     For  meat  and  poultry  products,  this  definition  must  include  all 
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wild  and  domestic  animals  that  are  prepared  commercially  for  food.    It  is  imperative  that  the 
food  protection  agency  be  given  sufficient  authority  to  adequately  protect  consumers  from 
unsafe  products  and  fraud    The  laws  should  give  the  agency  authority  to  seize,  detain,  or 
embargo  suspected  diseased  or  contaminated  food  animals,  adulterated  products,  or  food 
ingredients,  order  recalls  of  potentially  unsafe  products,  and  have  access  at  any  time  to 
industry  quality  control,  food  safety,  product  inventory,  and  procurement  and  shipping 
records    Authority  must  be  provided  to  require  the  registration  of  all  food  preparation, 
storage,  and  shippmg  establishments. 

It  is  imperative  that  the  agency  have  criminal  prosecution  authority,  authority  to 
impose  civil  penalties,  and  authority  to  terminate  operations,  as  appropriate    Authority  should 
be  provided  to  identify  and  control  eminent  health  hazards  from  the  farm  to  the  point  of 
delivery  to  the  consumer.    For  meat  and  poultry  products  in  particular,  authority  to  require  an 
identification  system,  that  allows  the  tracmg  of  the  animal  to  its  original  source  with  full 
authority  to  take  whatever  action  is  needed  to  eliminate  a  potential  health  hazard,  is  essential 
Authority  should  also  be  granted  to  destroy  products  offered  for  importation,  at  US  ports  of 
entry,  when  such  products  are  known  to  be  hazardous  to  health  or  adulterated    Authority 
should  also  be  provided  for  the  agency  to  expend  funds  for  education,  and  consultative 
assistance  to  food  industry  members  for  the  purpose  of  encouraging  the  effective  use  of 
industrial  control  systems,  such  as  HACCP,  to  promote  the  production  of  wholesome, 
unadulterated  food.    Authority  should  be  provided  to  the  agency  to  make  public  its 
information  on  the  compliance  records  of  food  industry  members,  and  the  identity  of  food 
industry  members  who  are  consistent  violators  of  food  laws,  and  to  assess  user  fees  from  food 
industry  organizations  that  require  special  enforcement  oversight  due  to  repeated  regulatory 
noncompliance. 

2)  Qualification  standards  should  be  required  for  the  agency  to  assure  that  each  posi- 
tion that  requires  final  decisions  that  create  or  carry  out  preventive  medicine  policies  be  filled 
only  by  individuals  with  the  appropriate  scientific  qualifications. 

Without  such  requirements,  persons  without  the  knowledge  and  understanding  required 
to  make  decisions  that  affect  the  health,  and  even  the  life  of  consumers,  may  be  hired  or 
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promoted  to  critical  positions  within  the  agency    Persons  leading  the  agency,  and  those  who 
make  such  important  decisions  within  the  agency,  must  be  required  to  have  the  medical  and 
scientific  educational  qualifications  and  experiences  necessary  to  make  sound  decisions  that 
are  based  on  the  current  knowledge  of  relevant  medical  and  food  science. 

3)  The  location  of  the  new  agency,  within  the  Executive  Branch,  must  be  such  that 
the  Congressional  committees  responsible  for  oversight  and  the  appropriation  of  its  funds  are 
those  whose  principal  concerns  are  the  health  and  economic  welfare  of  this  countries  citizens, 
and  not  those  whose  principal  interests  are  in  the  economic  welfare  of  the  producers  of  food 
or  the  inspected  food  industries. 

The  credibility  of  the  current  food  protection  programs  has  suffered  greatly  from  the 
well  known  influence  of  the  rood  industry,  and  its  political  advocates,  on  agency  policy  and 
day-to-day  inspection  activities    It  is  of  utmost  importance  that  the  consuming  public  be 
assured  that  the  protection  of  their  food  supply  from  health  hazards  or  economic  fraud  is  the 
first  and  foremost  objective  of  the  agency,  and  that  all  policies  are  made  and  inspection 
activities  are  earned  out  with  that  goal  in  mind    The  ability  to  carry  out  a  program  that  is 
scientific  and  objective  in  nature,  free  of  coercion  from  within  the  funding  or  oversight 
process,  is  critical  to  the  success  of  this  agency. 

4)  All  food  safety  research  functions  must  be  included  in  the  single  food  safety 
agency. 

All  food  safety  research,  both  basic  and  applied,  must  be  "mission  driven"  and  have  a 
"protected"  budget  that  prevents  its  diversion  from  its  research  program.  It  should  be  shown 
as  a  separate  and  independent  line  item  within  the  agencies  budget  The  agency  should  have 
authority  to  both  conduct  appropriate  research  within  the  agency  and  to  contract  for  research 
with  the  best  available  scientific  sources  for  that  which  it  is  not  staffed  or  equipped  to 
perform.  All  data  produced  by  approved  research  should  be  published,  after  appropriate  peer 
review,  without  editing  by  the  agency. 

Research  must  be  employed  to  identify  emerging  disease  problems  and  to  develop 
improved  strategies  and  methods  for  the  control  or  prevention  of  current  and  emerging  food 
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protection  problems.    Control  strategies  must  be  compared  to  weigh  their  effectiveness  and 
cost  efficiency  for  carrying  out  their  intended  objectives 

The  working  group  is  confident  that  a  new,  single,  independent  food  safety  agency 
could  successfully  administer  a  scientific,  uniform  set  of  food  safety  laws,  and  provide  the 
consumer  with  a  regulatory  system  that  is  cost  efficient  and  capable  of  protecting  the  nation's 
food  supply 
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SELECTED  RECOMMENDATIONS  FOR  CHANGES  IN  THE 

FEDERAL  ORGANIZATION  OF  FOOD  SAFETY 

RESPONSD3ELITIES,  1949-1993 


SUMMARY 

This  report  summarizes  eighteen  recommendations,  made  in  the  last  five 
decades,  for  changing  the  Federal  organization  of  food  safety  responsibilities. 
Since  1906,  food  safety  responsibilities  and  inspections  have  been  split  by 
product  under  different  laws.  Congress  passed  the  Pure  Food  and  Drugs  Act  on 
June  30,  1906  and  the  Meat  Inspection  Act  to  take  effect  on  October  1,  1906. 
Both  Acts  placed  the  responsibility  in  the  U.S.  Department  of  Agriculture 
(USD A).  Over  time,  USDA  kept  responsibility  for  meat  safety,  while  most  other 
foods  became  regulated  by  the  Food  and  Drug  Administration  (FDA)  of  the 
Public  Health  Service. 

Recommendations  for  changing  the  Federal  food  safety  system  appear  to 
fit  into  one  of  three  categories.  The  recommendations  proposed  that:  1)  a  single 
independent  food  safety  institution  be  given  responsibility  for  all  food  safety;  2) 
responsibility  for  all  food  products  should  be  returned  to  USDA;  or  3) 
responsibility  for  all  food  products  should  be  given  to  FDA. 

Most  of  the  recommendations  had  both  supporters  and  critics.  If  all  food 
safety  responsibility  were  given  to  a  single  independent  agency,  supporters  claim 
that  this  agency  could  promulgate  consistent  regulations  and  inspections  for  all 
foods,  whether  meats  or  canned  foods,  thereby  increasing  the  confidence  of  U.S. 
consumers  in  the  food  supply.  Critics  claim  that  a  new  food  safety  agency  would 
have  tremendous  start  up  costs  in  a  era  of  tight  budgets,  and  would  not  take 
advantage  of  the  long-term  experience  and  regulatory  organization  developed  by 
USDA  and  FDA. 

If  all  food  safety  responsibility  were  given  to  USDA,  supporters  feel  that 
USDA  would  organize  for  greater  utilization  of  new  research  and  enforcement 
techniques.  Critics  claim  that  it  is  not  possible  for  one  agency  to  promote 
products  and  remain  at  an  arm's  length  distance  for  regulating  the  same 
products. 

If  all  food  safety  responsibility  were  given  to  FDA,  supporters  feel  that 
FDA  could  use  its  long-term  expertise  to  regulate  consumer  products  and  would 
be  able  to  set  and  enforce  consistent  standards  across  all  foods.  Critics  argue 
that  FDA  is  not  organized  to  regulate  all  foods  and  would  have  to  completely 
change  its  orientation  perhaps  being  overwhelmed  by  the  process. 
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RESPONSD3ILITIES,  1949-1993 


INTRODUCTION 

At  times,  consumers  have  questioned  whether  the  Federal  organization 
of  food  safety  is  "good  enough"  or  whether  a  different  system  may  better  serve 
consumer  needs.  Consumer  questions  often  revolve  around  which  standards  are 
used  when  judging  whether  food  is  considered  safe,  and  what  type  of 
organization  should  the  executive  branch  of  the  Federal  Government  have  to 
respond  to  these  consumer  concerns.  Throughout  the  past  five  decades,  the 
executive  branch  and  Congress  have  considered  recommendations  for  changes 
in  the  Federal  organization  of  food  safety. 

This  report  lists  several  recommendations  given  to  the  President  or  to 
Congress  to  change  the  structure  of  food  safety  responsibilities.  These 
recommendations  were  made  by  groups  inside  and  outside  the  Federal 
Government  and  all  have  contributed  to  the  debate  over  food  safety  through  the 
years.  The  list  of  selected  recommendations  comes  from  various  Presidential 
commissions  and  study  groups,  the  U.S.  General  Accounting  Office, 
congressional  committees,  prominent  food  policy  spokespeople  in  speeches,  and 
in  proposed  legislation  between  1949  and  1993.  Some  recommendations  were 
also  found  in  articles  or  books  cited  at  congressional  hearings,  and  appear  to 
have  influenced  the  debate  on  the  restructuring  the  Federal  organization  of  food 
safety. 

BACKGROUND 

Two  executive  branch  agencies,  the  U.S.  Department  of  Agriculture 
(USDA)  and  the  Public  Health  Service  (PHS),  have  held  the  responsibility  for 
implementing  the  laws  and  regulations  for  food  safety  within  the  Federal 
Government.  The  Federal  Government's  role  in  food  safety  began  to  increase 
when,  at  the  turn  of  the  century,  developments  in  transportation  systems 
increasingly  brought  processed  food  into  growing  cities.  The  residents  of  these 
cities  lost  the  ability  that  villagers  had  possessed  of  being  first-hand  judges  of 
the  food  they  ate.  U.S.  consumers  began  questioning  the  safety  of  what  they 
were  buying  in  stores.  The  chief  chemist  of  USDA  Dr.  Harvey  W.  Wiley  tested 
food  preservatives  with  his  famous  "poison  squad"  and  provoked  interest  in  food 
safety  throughout  the  country.  The  time  was  ripe  for  reform,  and,  under 
pressure  from  certain  consumer  groups  and  from  President  Theodore  Roosevelt, 
Congress  passed  the  1906  Food  and  Drugs  Act  on  June  30,  1906.  This  Act  set 
up  the  regulatory  role  of  the  Federal  Government  for  foods  other  than  meat  and 
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poultry  by  prohibiting  from  interstate  commerce  food  and  drugs  that  were 
adulterated  and/or  misbranded.  Adulteration  in  the  act  was  defined  as: 

...generalities  proscribing  the  intermixture  or  substitution  of 
substances  reducing  quality,  the  abstraction  of  valuable 
constituents,  the  concealment  of  damage  or  inferiority,  the 
addition  of  deleterious  ingredients,  and  the  use  of  spoiled  animal 
or  vegetable  products.1 

Misbranding  meant  placing  false  or  misleading  statements  on  the  label.  Yet, 
food  safety  involved  more  than  these  two  concepts.  The  1906  Food  and  Drugs 
Act  also  had  provision  for  enforcement  for  it  required  that  adulterated  foods  not 
only  be  seized,  but  also  destroyed. 

In  1905,  Upton  Sinclair  published  The  Jungle,  a  book  about  the  way 
meat  was  handled  in  the  Chicago's  slaughterhouses.  It  had  a  major  impact  on 
Members  of  Congress  and  their  constituents  and  led  to  the  passage  of  the  Meat 
Inspection  Act  of  1906  (P.L.  59-242),  which  set  standards  for  slaughter  and  meat 
sold  in  interstate  commerce.2  It  established  sanitary  standards  for  slaughter 
and  processing  facilities.  With  the  passage  of  the  1906  Meat  Inspection  Act,  in 
an  appropriations  bill  for  USDA,  USDA  began  a  system  of  continuous  daily 
inspection  of  all  meats  in  slaughterhouses.  Inspectors  used  organoleptic  (sight, 
smell,  touch)  means  to  detect  problems  and  could  instantly  condemn  carcasses. 

The  1906  Food  and  Drugs  Act  placed  the  emphasis  on  chemical  problems 
and  USDA  officials  of  the  Bureau  of  Chemistry  worked  on  laboratory  detection 
methods  of  pathogens.  During  the  1920's,  conflicts  sometimes  occurred 
between  USDA  officials  who  supported  producers  and  those  regulators  who  were 
charged  with  enforcing  various  standards,  particularly  chemical  standards,  and 
who  were  concerned  about  food  adulteration.  At  the  time,  California  apple 
growers  used  large  quantities  of  arsenic  on  apples  to  fight  pests.    USDA  had 


'Lauffer  Hayes  and  Frank  Ruff,  the  Administration  of  the  Federal  Food  and 
Drugs  Act.  In  Hutt,  Peter  Barton  and  Richard  A.  Merrill.  Food  and  Drug  Law: 
Cases  and  Materials.  2nd  ed.  Westbury,  New  York,  The  Foundation  Press,  Inc., 
1991.  p.  9. 

^eat  had  been  separated  from  other  food  for  special  legislative  treatment 
in  1890  and  1891.  Federal  inspection  began  as  a  means  of  reassuring  European 
nations  that  U.S.  meats  were  safe.  Europe  had  banned  imports  of  U.S.  pork  on 
the  charge  that  it  had  caused  epidemics  of  trichinosis.  A  newspaper  scare  arose 
during  the  Spanish-American  War  when  U.S.  packers  were  blamed  with  shipping 
"embalmed  beef  that  sickened  the  troops.  Investigation  attributed  some  of  the 
trouble  to  the  rapid  growth  of  bacteria  in  meat  exposed  to  the  hot  Cuban  sun. 
Young,  James  Harvey.  The  Long  Struggle  for  the  1906  Law,  FDA  Consumer, 
v.  15,  no.  5,  June  1981.  p.  16. 
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developed  a  limit  for  the  maximum  amount  of  arsenic  residue  that  could  be  left 
on  the  fruit.  Some  of  the  apples  had  residues  that  exceeded  this  limit.  This 
conflict  in  mission  had  begun  in  the  early  part  of  the  century.  The  following 
statement  characterizes  the  conflict: 

The  Bureau  of  Chemistry  [of  FDA]  had  originated  as  a  research 
bureau  and  law  enforcement  was  a  superimposed  responsibility. 
The  task  of  undertaking  research  designated  to  improve  the 
methods  of  utilizing  agricultural  products  was  frequently  in 
striking  conflict  with  enforcement  of  the  Pure  Food  and  Drugs 
law.  These  conflicts  arose,  first,  because  there  was  a  constant 
tendency  to  stop  a  research  project  so  as  to  permit  the  scientist 
to  assist  in  acquiring  evidence  immediately  needed  in  a  lawsuit 
and  second,  because  the  objectives  of  law  enforcement  frequently 
did  not  coincide  with  increasing  the  utilization  of  a  particular 
agricultural  product,  but  instead  might  retard  its  utilization.3 

One  part  of  the  agency  which  was  supporting  producers  had  different 
responsibilities  from  the  other  regulatory  part  of  the  agency.4 

In  1927,  Dr.  Walter  Campbell  of  U.S.  Department  of  Agriculture's 
(USDA)  Bureau  of  Chemistry  recommended  that  the  Secretary  of  Agriculture 
separate  the  functions  of  agricultural  research  from  the  enforcement  functions. 
Congress  had  charged  USDA  with  other  enforcement  functions  in  several  acts.8 
He  suggested  the  Secretary  create  a  Food,  Drug,  and  Insecticide  Administration 
(FDIA)  within  the  Department.  Congress  supported  this  suggestion  and  in  the 
1927  appropriations  bill  created  the  FDIA  to  enforce  the  1906  Pure  Food  and 
Drugs  Act.6  Simultaneously,  the  Secretary  created  a  soil  and  chemistry  bureau 
that  would  handle  research  functions.  In  1930,  USDA  dropped  the  insecticide 
from  this  agency's  title  so  its  name  became  the  Food  and  Drug  Administration 
(FDA). 

FDA's  new  enforcement  and  research  responsibilities  continued  to  grow 
as  did  the  agency's  commitment  to  consumer  protection.  In  1930,  Congress 
passed  an  act  setting  standards  for  canned  foods  that  excluded  meat  and  milk 


3Brannon,  Michael.  Organizing  and  Reorganizing  FDA.  Seventy-Fifth 
Anniversary  Commemorative  Volume  of  Food  and  Drug  Law.  Food  and  Drug 
Law  Institute  Series.  Edited  and  published  by  the  Food  Drug  Law  Institute. 
Washington,  D.C.,  1984.  p.  142. 

4Telephone  conversation  with  Suzanne  White,  History  Office,  Food  and  Drug 
Administration.  October  18,  1993.  (301)  443-6367. 

6Laws  included:  Food  and  Drugs  Act,  the  Insecticide  Act,  Caustic  Poison  Act, 
Naval  Stores  Act,  Import  Milk  Act,  Filled  Milk  Act,  and  Import  Tea  Act. 

6Whitnah,  Donald  R.  ed.,  Government  Agencies.  Westport,  CT,  Greenwood 
Press,  1983.  p.  251. 
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products.  As  the  New  Deal  began  in  1933,  pressures  mounted  to  pass  a  new  law 
that  would  remedy  the  gaps  in  the  1906  Pure  Food  and  Drugs  Act.  A  tragedy 
occurred  in  1937  that  resulted  in  strengthening  the  Federal  role  of  pre-market 
review  of  drugs  and  other  matters.  At  least  73,  and  perhaps  over  90,  persons 
died  as  a  result  of  taking  "Elixir  Sulfanilamide."  Franklin  Roosevelt's  son  had 
recovered  from  a  fatal  infection  using  sulfanilamide,  a  European  wonder  drug. 
Problems  developed  not  from  the  drug  itself,  but  in  the  solvent  solution  used  to 
dissolve  the  drug.  The  poison  was  diethyleneglycol,  a  solvent  employed  without 
toxicity  testing  in  a  liquid  form  of  sulfanilamide.  The  disaster  prompted 
amendment  in  1938  of  the  law  that  required  manufacturers  to  prove  a  drug's 
safety  to  FDA  before  marketing  it.  Consumers  began  to  support  the  idea  that 
there  should  be  Federal  pre-market  approval  for  both  drugs  and  substances 
added  to  foods. 

On  June  25, 1938,  President  Roosevelt  signed  into  law  the  Federal  Food, 
Drug,  and  Cosmetic  Act  of  1938  (FFDCA)  that  today  remains  the  leading 
authorizing  legislation  for  food  safety.  Up  to  that  time,  USDA  had  had  primary 
responsibility  for  food  safety  for  almost  80  years.  The  law  gave  authority  to  the 
executive  branch  for  the  regulation  of  livestock  and  poultry  feeds  and  drugs  used 
in  animal  disease  control.  After  the  1938  law  was  passed,  President  Roosevelt 
said: 

"The  work  of  the  Food  and  Drug  Administration  is  unrelated  to 
the  basic  function  of  the  Department  of  Agriculture,"  and  he 
expressed  his  belief  that  "the  opportunity  for  the  Food  and  Drug 
Administration  to  develop  along  increasingly  constructive  lines" 
lay  in  the  Federal  Security  Administration.7 

The  Act  gave  FDA  the  authority  to  test  for  the  safety  of  new  products.  In  1940, 
because  of  the  added  research  and  testing  responsibilities  given  the  Food  and 
Drug  Administration  by  the  FFDCA,  the  President  moved  FDA  out  of  USDA  and 
into  a  separate  part  of  the  executive  branch,  the  Federal  Security  Agency  (FSA). 
At  the  time,  the  FSA  mission  was  to  protect  the  public  health  and  it  had  under 
its  jurisdiction  the  Public  Health  Service,  the  Office  of  Education,  the  Civilian 
Conservation  Corps,  and  the  Social  Security  Administration,  among  other 
agencies.  FSA  was  a  new  agency;  it  had  been  in  existence  for  only  one  year. 
FDA's  responsibilities  under  the  FSA  included  regulating  food  quality, 
sanitation,  and  consumer  protection.  It  focused  on  the  issue  of  whether  a  given 
substance  in  foods  was  "poisonous  or  deleterious"  within  the  meaning  of  section 
406  of  the  statute.  As  an  operational  rule,  FDA  sought  to  ban  any  substance 
that  was  toxic  in  laboratory  animals  at  one  percent  or  less  in  the  diet. 

Not  everyone  agreed  with  the  President's  decision  about  reorganizing 
FDA.  Secretary  of  Agriculture  Henry  A.  Wallace  argued  that  the  meat 
inspection  work  of  USDA's  Bureau  of  Animal  Industry  also  should  be 
transferred.  He  claimed: 


7Brannon,  Organizing  and  Reorganizing  FDA,   p.  158. 
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This  activity  might  be  associated  with  other  health  or  public 
welfare  work.  Meat  inspection  is  of  course  a  technical  job  and  it 
seems  logical  to  have  the  technical  inspectors  attached  to  the 
bureau  most  competent  in  this  field.8 

However,  President  Roosevelt  was  not  persuaded;  meat  and  poultry 
inspection  remained  within  USDA.  The  USDA  meat  inspection  system  had 
developed  on  a  parallel  track  with  the  Bureau  of  Chemistry  within  USDA  for 
over  50  years.  It  used  veterinarians  trained  in  spotting  animal  diseases  for  daily 
inspection  of  animals  before  slaughter  and  examination  of  each  carcass  for 
disease  and  contamination  after  slaughter.  The  system  appeared  to  work  for  the 
United  States  was  well  positioned  to  supply  meat  to  the  world  during  World  War 

n. 

The  war  effort  was  not  confined  to  USDA.  Even  after  FDA  was 
transferred  out  of  USDA,  FDA  was  charged  with  ensuring  the  enrichment  of 
breads  in  1942  for  the  soldiers  serving  in  World  War  II.  Several  years  later 
(1953),  the  FSA  became  the  Department  of  Health,  Education,  and  Welfare.  In 
1968,  FDA  became  part  of  the  Public  Health  Service  where  it  added  a  focus  on 
health  and  nutrition  to  food  safety.6 

Since  the  start  of  Federal  regulation,  food  safety  has  been  the  primary 
responsibility  of  only  two  different  cabinet  agencies,  USDA  and  DHHS.  The 
following  chart  shows  which  statute  and  consequently  which  department  was 
responsible  for  carrying  out  the  statutes'  mandates  on  food  safety  since  the 
Federal  Government  became  involved. 


"Memo  to  President  Franklin  D.  Roosevelt  from  Henry  Wallace,  April  20, 
1939.  Found  in  U.S.  Congress.  Senate.  Committee  on  Governmental  Affairs. 
Study  on  Federal  Regulation.  Senate  Document  no.  95-91,  95th  Cong.,  2d  sess. 
v.  V.  Regulatory  Organization.  Dec.  1977.  p.  140. 

'Telephone  conversation  with  Suzanne  White,  History  Office,  Food  and  Drug 
Administration.  October  18,  1993.   (301)  443-6367. 
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CHART  1.  Institutional  Chronology  of  Food  Safety  Responsibilities, 

1862-1993 

|  YEARS 

STATUTE 

NAME 

DEPARTMENT 

|   1862-1890 

Chemical  Division 

U.S. Department 
of  Agriculture 
(USDA) 

1890-1901 

Act  of  March  3,  1891  and 
Act  of  March  2,  1895  on 
exported  meats 

Division  of  Chemistry 

USDA 

1901-1927 

1906  Pure  Food  Act 
1906  Appropriations  Act 

Bureau  of  Chemistry  and 
Bureau  of  Animal  Industry 

USDA 

1927-1930 

Food,  Drug,  and 
Insecticide  Administration 

USDA 

1930-1940 

1938  Federal  Food,  Drug, 
and  Cosmetic  Act  (FFDCA) 

Food  and  Drug 
Administration 

USDA 

1940-1953 

Food  and  Drug 
Administration 

Federal 
Security  Agency 

1953-1970 

1954  Miller  Pesticide  Act 
and  1958  Food  Additives 
Act  (Delaney  Clause) 

Food  and  Drug 
Administration 

Department  of 
Health, 

Education,  and 
Welfare 

1958  Humane  Slaughter 
Act; 

1967  Wholesome  Meat  Act; 

1968  Poultry  Products  Act 

Meat  Inspection  Branch  of 
Agricultural  Research 
Service 

USDA 

1970-1979 

Reorganization  Plan  No.  3 
of  1970;  sect.  346,  346a, 
348,  and  408  of  FFDCA 
and  135-135k  of  FIFRA 

all  pesticide  regulation 
responsibilities  were 
transferred  to  EPA 

Environ- 
mental 
Protection 
Agency  (EPA) 

Transfer  of  all  functions  of 
Environmental  Quality 
Branch,  Plant  Protection 
Division  of  Agricultural 
Research  Service  to  EPA 

EPA 

1972  Meat  and  Poultry 
Inspection 

Animal  and  Plant  Health 
Inspection  Service 

USDA 

1979- 

Food  and  Drug 
Administration 

Department  of 
Health  and 
Human  Services 

Source:  Hutt,  Peter  Barton,  and  Richard  A.  Merrill.  Food  and  Drug  Law:  Cases 
and  Materials.  2nd  ed.  Westbury,  New  York,  The  Foundation  Press,  Inc.,  1991. 
p.  4-5;  other  materials. 
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CURRENT  FEDERAL  FOOD  SAFETY  RESPONSffinJTffiS 

Historically  Congress  passed  laws  to  resolve  immediate  food  safety 
problems.  These  laws  assigned  food  safety  responsibilities  to  several  executive 
departments.  Today  the  key  roles  are  played  by  the  Food  and  Drug 
Administration  (FDA)  under  the  Secretary  of  the  Department  of  Health  and 
Human  Services  (DHHS),  and  the  Food  Safety  and  Inspection  Service  (FSIS) 
under  the  U.S.  Department  of  Agriculture  (USDA).  Together  these  two  agencies, 
and  several  others,  try  to  ensure  that  food  products,  as  sold  in  the  United 
States,  will  not  adversely  affect  human  health. 

FDA  is  part  of  the  Public  Health  Service  under  DHHS  and  is  charged 
with  ensuring  that  foods  (except  meat,10  poultry,  and  egg  products)  are  safe, 
nutritious,  sanitary,  wholesome,  and  not  adulterated  or  misbranded  (mislabeled). 
A  food  is  considered  adulterated  if  it  contains  substances  that  may  render  it 
injurious  to  health.  FDA  carries  out  these  responsibilities  for  the  most  part 
under  the  authority  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  (FFDCA).11 

USDA  is  responsible  for  monitoring  meat,  poultry,  and  egg  products 
under  the  Federal  Meat  Inspection  Act,  as  amended,  and  the  Poultry  Products 
Inspection  Act,  as  amended.  The  Food  Safety  and  Inspection  Service  (FSIS)  of 
USDA  is  directly  responsible  for  the  daily  inspection  of  all  meat  and  poultry 
entering  U.S.  commerce. 

In  total,  twelve  agencies  in  Federal  and  State  governments  have  food 
safety  responsibilities.12  Besides  FDA,  the  Centers  for  Disease  Control  and 
Prevention  (CDC)  under  DHHS  investigates  foodborne  illnesses  and  diseases. 
Other  agencies  besides  FSIS  within  USDA  are  the  Agricultural  Marketing 
Service  (AMS)  which  inspects  and  grades  quality  of  egg,  dairy,  fruit,  vegetable, 
meat,  and  poultry  products;  the  Agricultural  Research  Service  (ARS)  which 
performs  food  safety  research;  the  Animal  and  Plant  Health  Inspection  Service 
(APHIS)  which  has  regulatory  programs  to  protect  animals  and  plants  from 
pests  and  disease;  and  the  Federal  Grain  Inspection  Service  (FGIS)  which 
inspects  the  quality  of  grain,  rice,  and  related  products. 


10FDA  does  have  jurisdiction  over  game  meat. 

"Other  relevant  statutes  are  the  Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act  (FIFRA),  as  amended,  the  Public  Health  Service  Act,  the  Fair 
Packaging  and  Labeling  Act,  as  amended,  the  Federal  Meat  Inspection  Act,  as 
amended;  the  Poultry  Products  Inspection  Act;  Federal  Import  Milk  Act;  Plant 
Quarantine  Act,  as  amended,  and  the  Pesticide  Monitoring  Improvements  Act. 

12Detailed  information  on  these  responsibilities  can  be  found  in  U.S.  General 
Accounting  Office.  Food  Safety  and  Quality:  Who  Does  What  in  the  Federal 
Government.  Report  to  Congressional  Requestors.  GAO/RCED-91-19A  and 
19B,  Dec.  1990.  . 
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The  Environmental  Protection  Agency  (EPA)  regulates  pesticides  and  is 
charged  with  setting  pesticide  residue  tolerances  for  each  pesticide/food 
combination.  The  Bureau  of  Alcohol,  Tobacco,  and  Firearms  (BATF)  of  the  U.S. 
Treasury,  regulates  production,  distribution,  labeling  of  alcoholic  beverages,  and 
the  U.S.  Customs  Service  of  Treasury  examines  and  collects  food  import  samples 
for  other  Federal  agencies,  particularly  FDA.  The  National  Marine  Fisheries 
Service  (NMFS)  of  the  U.S.  Department  of  Commerce  conducts  a  voluntary 
seafood  inspection  program  and  is  working  closely  with  FDA  on  developing  a 
new  approach  to  seafood  inspection.  The  Federal  Trade  Commission  (FTC) 
regulates  advertising  of  food  products. 


OVERLAPPING  RESPONSIBILITIES 

Over  time  the  various  responsibilities  for  food  safety  have  been  split 
among  different  Federal  agencies  with  different  missions.  A  natural  tension  is 
created  when  research  and  promotional  goals  of  Federal  agencies  compete  for 
attention  with  their  enforcement  responsibilities. 

Critics  charge  that  part  of  the  "food  safety  problem"  is  that  U.S.  food 
safety  laws  and  regulations  are  fragmentary,  inconsistent,  and  too  many 
agencies  are  responsible  for  food  safety  activities.  Foods  posing  similar  health 
risks  can  be  inspected  by  different  agencies  at  different  frequencies.  For 
example,  the  USDA  inspects  pepperoni  pizza  processors  daily,  while  the  FDA 
inspects  cheese  pizza  processors  every  three  to  five  years.13  Some  appear  to 
believe  that  it  is  inappropriate  for  the  Nation's  food  supply  to  have  separate 
agencies  with  completely  separate  standards  governing  the  safety  of  different 
parts  of  the  U.S.  food  supply.14  Others  think  that  the  tensions  created  by 
different  systems  have  resulted  in  a  safer  food  supply. 

Others  charge  that  safety  cannot  be  properly  regulated  when  its 
responsibility  is  placed  in  the  hands  of  the  same  agency  in  charge  of  promoting 
regulated  products.  For  example,  meat  and  poultry  promotion  as  well  as 
inspection  are  the  responsibility  of  FSIS.  Many  think  that  an  organization  that 
promotes  and  subsidizes  production  agriculture  and  other  consumer  products 
should  be  separate  from  one  that  watches  over  their  safety. 

Over  time  the  definition  of  "food  safety"  has  expanded  and  come  to  signify 
certain  responsibilities  regarding  foods.  The  responsibilities  were  aptly  defined 
in  an  FDA  report  to  Congress: 


13Leonard,  Rodney  E.  A  Single  Food  Safety  Agency.  Nutrition  Week. 
Community  Nutrition  Institute,  v.  XXBI  no.  34.,  Sept.  10,  1993.  p.2. 

"Telephone  conversation  with  Dr.  Sanford  Miller,  Professor  and  Dean, 
Graduate  School  of  Biomedical  Sciences.  The  University  of  Texas  Health 
Science  Center  at  San  Antonio.  September  17,  1993.  (210)  567-3709. 
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Under  the  foods  program,  FDA  sets  food  standards;  evaluates 
food  additives  and  packaging  for  potential  health  hazards; 
conducts  research  to  reduce  food-borne  disease  to  determine 
specific  health  impacts  of  hazardous  substances  in  food  and  to 
develop  methods  for  detecting  them  in  foods;  and  maintains 
surveillance  over  foods  through  plant  inspections,  laboratory 
analyses,  and  legal  action  where  necessary.16 

USDA  carries  out  similar  functions  for  meats,  poultry,  and  eggs. 

Whether  or  not  all  food  should  be  regulated  by  the  same  or  different 
agencies  is  currently  under  debate.  Some  argue  that  a  clearer  direction  in  food 
safety  policy  could  be  derived  from  a  single  independent  agency  charged  with 
administering  all  food  safety  programs.  Others  oppose  the  formation  of  a  single 
agency,  asserting  that  the  various  agencies  with  differing  expertise  strike  a 
balance  among  often  divergent  interests. 


RECOMMENDATIONS  FOR  CHANGES  IN  THE  FEDERAL 
ORGANIZATION  OF  FOOD  SAFETY  RESPONSD3HJTIES 

The  remainder  of  this  report  divides  a  selected  number  of 
recommendations/proposals  to  change  the  organization  of  food  safety 
responsibilities  into  three  loosely  constructed  categories: 

A.  recommendations  that  suggest  a  separate  single  agency 

approach  or  some  modification  of  this  idea; 

B.  recommendations  that  all  food  safety  functions  to  be  lodged 

in  USDA; 

C.  and  recommendations  that  all  food  safety  responsibilities  be 

given  to  FDA. 

Since  1949,  18  separate  recommendations  have  been  presented  by  task  forces, 
committees,  and  others  to  change  the  way  in  which  food  safety  is  ensured  for 
U.S.  citizens.  Recommendations  were  selected  because  they  appeared  to  have 
some  point  of  view  on  the  organization  of  Federal  food  safety.  It  is  not  an 
exhaustive  list.  Nor  do  all  the  recommendations  fit  neatly  into  the  three 
categories.  Some  of  the  recommendations  listed  here  would  only  reorganize  the 
food  safety  functions  within  the  agency  where  they  now  lie. 


16U.S.  Congress.  Senate.  Agriculture,  Rural  Development,  and  Related 
Agencies  Appropriation  Bill,  1990.  Senate  Rept.  no.  101-84,  101st  Congress, 
2d  sess.  (1989)  as  found  in  Hutt,  Peter  Barton,  and  Richard  A.  Merrill.  Food 
and  Drug  Law:  Cases  and  Materials.  2nd  ed.  Westbury,  New  York,  The 
Foundation  Press,  Inc.,  1991.   p.  21. 
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No  President  nor  Congress  has  adopted  these  recommendations. 
However,  the  reports  and  publicity  of  each  has  added  to  the  debate  and  helped 
to  define  the  current  food  safety  responsibilities.  Seven  of  the  recommendations 
would  have  created  some  type  of  independent  entity  for  the  regulation  of  food 
safety  and  would  have  combined  all  foods  under  one  entity.  Two  would  have 
given  all  responsibility  to  USDA,  and  9  would  have  FDA  reorganize  and  regulate 
all  food  safety  including  meat  and  poultry.  The  most  recent  proposals  appear 
to  be  evenly  divided  between  giving  food  safety  responsibility  to  a  single, 
independent  agency  or  to  reorganize  FDA  and  link  food  safety  to  public  health. 
Table  1  summarizes  in  chronological  order  the  selection  of  recommendations 
presented  to  the  President  and  Congress. 

Most  of  the  reports  or  recommendations  respond  to  what  is  perceived  to 
be  four  separate  problems  in  food  safety  and  would  organize  a  new  food  safety 
structure  around  these  problems: 

•  First,  whether  food  safety  is  a  public  health  responsibility  only  or 
whether  it  can  be  linked  with  research  and  development  of  new 
standards  that  not  only  protect  consumers  but  also  develop  and 
market  new  products. 

•  Second,  whether  the  cost  to  the  Federal  Government  would 
increase  or  decrease  by  combining  all  agencies  regulating  food 
into  a  single  food  safety  agency. 

•  Third,  if  Congress  and  the  Administration  chose  to  create  an 
independent  food  safety  agency,  whether  such  an  agency  would 
be  independent  of  or  located  within  the  Public  Health  Service. 

•  Fourth,  whether  U.S.  consumers  would  be  better  protected  by 
having  a  uniform  set  of  regulations  and  laws  that  covered  all 
foods  and  were  enforced  by  a  single  agency. 

Some  believe  that  one  agency  with  responsibility  for  food  safety  could  regulate 
consistent  and  strong  food  standards  which  would  assist  in  building  public 
confidence  in  the  Federal  system  of  food  safety.  Others  argue  that  although 
some  consumers  are  very  vocal  in  their  distress  with  the  current  regulatory 
framework,  it  does  provide  some  of  the  safest,  most  abundant,  and  least 
expensive  food  in  the  world. 

Most  believe  that  pressures  for  change  will  continue  in  the  future 
focusing  mainly  on  streamlining  policies  for  food,  nutrition,  and  veterinary  drug 
activities.  There  have  always  been  threads  that  link  the  different  food  safety 
programs  with  those  of  production  agriculture  and  with  nutrition  research. 
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FOOD  SAFETY  UNDER  A  SINGLE,  INDEPENDENT  AGENCY 

Popular  Name  and  Date 

GAO  Food  Inspection  Report,  197016 

Description  and  Mission  of  Group  Making  Recommendations 

Comptroller  General  of  the  United  States.  Report  to  the  Congress.  Need 
to  Reassess  Food  Inspection  Roles  of  Federal  Organizations.  GAO  Report  B- 
168966  (June  30,  1970).  In  a  letter  to  the  President  of  the  Senate  and  the 
Speaker  of  the  House  of  Representatives,  the  Comptroller  General  of  the  United 
States  presented  the  results  of  a  review  of  the  roles  of  Federal  organizations 
involved  in  inspecting  food.  GAO's  authority  to  conduct  the  review  was 
contained  in  the  Budget  and  Accounting  Act  of  1921  (31  U.S.C.  53);  the 
Accounting  and  Auditing  Act  of  1950  (31  U.S.C.  67);  and  the  authority  of  the 
Comptroller  General  to  examine  contractor's  records  as  set  forth  in  10  U.S.C. 
231(b). 

Summary  of  Recommendations  and  Impact 

Federal  food  inspection  evolved  from  piecemeal  legislation  and 
regulations,  designed  to  solve  specific  problems  when  they  arose,  and  does  not 
provide  a  clear  expression  of  an  overall  Federal  policy  for  food  inspection.  As 
a  result,  parts  of  the  food  inspection  process  are  performed  by  many  Federal, 
State,  and  local  organizations.  Such  a  process  has  led  to  some  overlap  and 
caused  dissatisfaction  among  the  food  industry.  The  dissatisfaction  comes  from 
inspections  being  made  for  different  purposes  and  varying  in  degree.  Also, 
agreements  made  between  these  organizations  to  establish  clearer  lines  of 
responsibility  make  more  effective  use  of  the  skills  and  experience  of  each  and 
reduce  overlap.  But  these  agreements  are  time  consuming  to  arrange  and 
difficult  to  administer. 

Although  the  report  did  not  specifically  recommend  consolidation,  it 
criticized  the  overlapping  inspection  activities  among  USDA,  FDA,  and  other 
Federal  agencies  and  the  lack  of  consistency  in  their  requirements,  procedures, 
and  concepts.  GAO  recommended  that  the  Director,  Bureau  of  the  Budget, 
make  a  detailed  evaluation  of  the  Federal  food  inspection  system  to  see  how  to 
improve  its  administration  and  determine  if  it  is  feasible  to  consolidate  some  of 
the  inspections. 


16U.S.  General  Accounting  Office.  Need  to  Reassess  Food  Inspection  Roles 
of  Federal  Organizations.  Department  of  Agriculture,  Department  of  Defense, 
Department  of  Health,  Education,  and  Welfare,  Department  of  the  Interior. 
Report  to  the  Congress  by  the  Comptroller  General  of  the  United  States.  Rept. 
no.  B-168966.  June  30,  1970. 
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Dissenting  Views 

Most  of  the  Federal  agencies  responsible  for  food  inspections  agreed  with 
the  recommendation  for  an  evaluation.  USDA's  comments  implied  that  GAO 
had  not  properly  characterized  certain  USDA  inspection  functions.  In  its 
response  letter,  as  published  in  the  GAO  report,  it  stated: 

Meat  inspection,  for  example,  is  looked  upon  primarily  as  a 
program  for  consumer  protection  or  benefit.  This  it  is,  but  we 
believe  it  also  facilitates  interstate  commerce  in  meats  and 
enhances  the  market  for  farm  animals  sold  for  meat.  Similarly 
meat  grading,  while  it  may  be  primarily  looked  upon  as  a 
program  for  facilitating  marketing  or  dealing  in  meat,  is 
recognized  by  consumers  as  a  purchasing  tool  and,  we  believe  as 
well,  benefits  the  farmer  by  giving  him  added  assurance  of  a 
return  related  to  the  quality  of  the  animals  sold.  On  the  other 
hand,  the  consumer  benefits  from  grading  of  grain  are  quite 
indirect.  Performance  standards  are  designed  to  be  uniform 
whether  the  service  is  mandatory  or  voluntary.  Thus  procedures 
and  regulations  are  geared  to  the  particular  need.  The 
consumer's  interests  are  expected  to  be  recognized  and  protected 
in  each  case.  It  is  the  needs,  and  not  whether  the  primary 
beneficiary  is  the  producer,  consumer,  or  industry  that  determines 
requirements  and  methods. 
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Popular  Name  and  Date 

White  House  Conference  on  Food,  197017 

Description  and  Mission  of  Group  Making  Recommendations 

President  Nixon  asked  a  large  group  of  experts  to  meet  and  make 
recommendations  on  revising  the  Federal  regulatory  policy  for  food  and  on 
certain  aspects  of  food,  nutrition,  and  health  policy.  He  requested 
recommendations  regarding  administration  and  operations,  community  affairs, 
information  and  education.  The  Conference  was  chaired  by  Dr.  Jean  Mayer  and 
his  deputy  chairman,  James  D.  Grant. 

Summary  of  Recommendations  and  Impact 

The  Conference  recommended  that  there  should  be  one  Federal 
regulatory  policy  with  respect  to  safety,  sanitation,  identity,  and  labeling  of 
foods.  The  Conference  also  recommended  that  the  Secretary  of  HEW  issue  an 
order  establishing  a  separate  interdepartmental  coordinating  committee  on 
Federal  food  regulatory  policy.  The  committee  would  be  comprised  of 
representatives  of  all  Federal  departments  and  agencies  having  jurisdiction  over 
safety,  sanitation,  identity,  and  labeling  of  any  food.  Within  certain  schedules, 
the  committee  should  issue  reports  on  the  progress  of  reconciling  all  pertinent 
Federal  food  policies  and  practices.  The  committee  should  initially  consider  the 
question  of  whether  a  single  Federal  regulatory  agency  for  foods  should  be 
established,  and  particularly  whether  the  jurisdiction  of  USDA  over  food 
products  derived  from  or  utilizing  inspected  meat  and  poultry  should  be 
transferred  to  HEW. 

Dissenting  Views 

Not  Available 


17White  House  Conference  on  Food,  1969.  White  House  Conference  on  Food, 
Nutrition,  and  Health.   Final  Report.  Washington,  D.C,  1969. 
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Popular  Name  and  Year  of  Document 

Ralph  Nader  Report,  Sowing  the  Wind,  1972.18 

Description  and  Mission  of  Group  Making  Recommendations 

This  report  was  sponsored  by  the  Center  for  Study  of  Responsive  Law, 
and  was  conducted  by  an  interdisciplinary  task  force  of  young  professionals 
trained  in  law  and  science.  Its  members  engaged  in  administrative,  legal,  and 
congressional  proceedings  on  a  wide  range  of  issues  from  the  fat  and  chemical 
content  of  hot  dogs  to  the  potential  birth  defect  hazards  of  pesticides.  Ralph 
Nader  wrote  the  introduction  to  the  report.  The  report  had  some  influence  on 
consumer  opinion  about  certain  food  hazards. 

Summary  of  Recommendations  and  Impact 

Found  that  food  inspection  "remains  embarrassed  by  departmental 
conflicts  of  interest  and  overlapping  jurisdictions  in  USDA  and  FDA."  In  its 
conclusions,  the  report  recommends  that  meat  inspection  and  chemical 
monitoring  in  USDA  and  the  food  inspection  functions  of  FDA,  should  be 
transferred  to  a  new  food  safety  agency  where  the  goal  of  protecting  public 
health  would  be  consolidated.  It  also  suggested  that  food  inspection  be  included 
in  the  responsibilities  of  the  independent  "consumer  safety  agency"  under 
consideration  at  the  time  in  Congress. 

Dissenting  Views 

Not  Available 


,8Wellford,  Harrison.  Sowing  the  Wind:  A  Report  from  Ralph  Nader's 
Center  for  Study  of  Responsive  Law  on  Food  Safety  and  the  Chemical  Harvest. 
New  York,  Grossman  Publishers,  1972.  p.  354. 
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Popular  Name  and  Date 

Hearings  on  S.  3419,  Consumer  Safety  Act  of  1972. 19 

Description  and  Mission  of  Group  Making  Recommendations 

A  series  of  three  separate  hearings  were  held  in  the  Senate  about  the 
proposed  restructuring  of  food  safety  responsibilities  in  the  Federal  Government. 
The  Commerce  Committee  held  a  hearing  on  April  13, 1972.  A  hearing  was  held 
by  the  Subcommittee  on  Executive  Reorganization  and  Government  Research 
of  the  Government  Operations  Committee  on  April  20,  21,  May  2,  3,  1972. 
Hearings  before  the  Subcommittee  of  Health  of  the  Labor  and  Public  Welfare 
Committee  on  May  2,  3,  1972  all  considered  S.  3419,  the  Consumer  Safety  Act 
of  1972. 

Summary  of  Recommendations  and  Impact 

The  Consumer  Safety  Act  of  1972  provided  for  the  transfer  of  HEW 
functions  administered  through  FDA  such  as  food  and  drugs,  and  the  Division 
of  Biologies  Standards  (DBS)  and  other  product  safety  functions  of  the 
Department  of  Commerce  and  the  Federal  Trade  Commission  to  the  independent 
Consumer  Safety  Agency  to  be  created  by  S.  3419.  The  purpose  was  to  protect 
consumers  against  unreasonable  risk  of  injury  from  hazardous  products.  The 
independent  agency  would  have  responsibility  to  set  product  safety  standards 
for  all  consumer  products  representing  unreasonable  risk  of  injury  or  death.  S. 
3419,  became  the  umbrella  legislation  and  was  called  the  Food,  Drug,  and 
Consumer  Product  Safety  Act  of  1972.  It  passed  the  Senate  on  June  21.  1972. 

Dissenting  Views 

The  Administration  had  thought  that  the  establishment  of  an 
independent  consumer  safety  agency  could  prove  to  be  regressive  rather  than 
progressive.  On  March  16,  1972,  in  a  press  release  on  S.  3419,  Secretary  of 
Health,  Education,  and  Welfare  Richardson  stated: 

I  think.. .that  if  the  Food  and  Drug  Administration  is  going  to 
have  any  problems  of  digestion  of  new  responsibilities,  the 
problems  would  be  multiplied  several  fold  by  the  effort  to  create 
a  new  agency  duplicating  administrative  authorities  and  having 
to  seek  scientific  capabilities  and  resources  that  are  already 
within  the  Food  and  Drug  Administration. ...  It  is  ...  much  greater 
if  we  build  upon  the  experience  and  capabilities  of  the  Food  and 
Drug  Administration,  than  if  we  start  all  over  again  through  the 
creation  of  comparatively  small,  isolated  outside  body. 


"*U.S.  Congress.  Senate.  Report  of  the  Senate  Commerce  Committee.  S. 
Rpt.  92-749;  Senate  Government  Operations  Committee.  Hearings.  Senate 
Labor  and  Public  Welfare  Committee.   Hearing.   S.  Rpt.  92-835. 
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Popular  Name  and  Date 

GAO's  Risk-Based  Inspection  Report,  1992.20 

Description  and  Mission  of  Group  Making  Recommendations 

In  a  response  to  a  request  from  the  Honorable  John  D.  Dingell,  Chairman 
Subcommittee  on  Oversight  and  Investigations,  House  Committee  on  Energy 
and  Commerce,  GAO  published  a  report  entitled  Food  Safety  and  Quality: 
Uniform,  Risk-based  Inspection  System  Needed  to  Ensure  Safe  Food  Supply  in 
June  1992.(GAO/RCED-92-152)  Its  mandate  was  to  examine  the  consistency, 
efficiency  and  effectiveness  of  the  Federal  food  safety  inspection  system. 

Summary  of  Recommendations  and  Impact 

GAO  found  that  12  agencies,  (see  page  4  above)  that  were  involved  in 
food  safety,  inspect  similar  foods  posing  similar  risks  at  inconsistent  frequencies 
and  under  different  enforcement  authorities.  It  also  found  long-standing 
problems  whereby  these  agencies  use  their  inspection  resources  inefficiently  and 
do  not  effectively  coordinate  with  each  other.  GAO  recommended  that  "Congress 
hold  oversight  hearings  to  evaluate  options  for  revamping  the  federal  food  safety 
and  quality  system  including  creating  a  single  food  safety  agency  responsible  for 
administering  a  uniform  set  of  food  safety  laws." 

Dissenting  Views 

DHHS  responded  to  this  GAO  report  by  stating  that  there  was  no  reason 
to  believe  that  creating  a  new  single  agency  would  improve  basic  food  safety. 
FDA  through  DHHS,  suggested  that:  1)  it  can  formally  establish  regulations 
without  new  legislation  which  can,  for  the  most  part,  address  the  nature  and 
extent  of  problems  encountered  by  the  food  production  industry;  2)  the  food 
industry  can  be  held  accountable  for  self-regulation  to  a  even  greater  degree 
than  presently  implying  that  an  independent  agency  is  unnecessary;  and  3)  a 
policy  can  be  established  through  regulation  which  compares  risks.  In  addition, 
FDA  claimed  that  the  GAO  report  had  failed  to  mention  or  analyze  some  major 
issues  for  the  food  industry.  These  issues  include:  1)  whether  the  food  industry 
needs  uniformity  in  regulations  by  States  and  international  harmonization  of 
standards  among  countries;  2)  whether  market  promotion  activities  should  be 
commingled  with  safety  regulation;  and  3)  whether  the  potential  impact  of  new 
food  technologies  both  in  producing  and  developing  new  and  novel  foods,  would 
affect  how  regulations  can  ensure  food  safety. 


^.S.  General  Accounting  Office.  Food  Safety  and  Quality:  Uniform,  Risk- 
based  Inspection  System  Needed  to  Ensure  Safe  Food  Supply.  GAO/RCED-92- 
152.  June  1992. 
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Popular  Name  and  Date 

The  Durenberger  Food  Safety  Bill,  1993.21 

Description  and  Mission  of  Group  Making  Recommendations 

On  August  3,  1993,  Senator  Durenberger  introduced  S.  1349,  the  Food 
Safety  and  Inspection  Agency  Act  of  1993  and  it  was  referred  to  the  Senate 
Committee  on  Governmental  Affairs.   So  far,  there  have  been  no  hearings. 

Summary  of  Recommendations  and  Impact 

The  act,  if  passed,  would  place  all  food  safety  and  inspection  activities  in 
a  single,  independent  agency  which  would,  with  the  guidance  of  a  15  person 
expert  commission,  set  uniform  risk-based  inspection  standards  by  which  food 
safety  would  be  ensured.  It  would  also  establish  a  State-Federal  communications 
network  to  educate  consumers  on  potential  microbial  diseases. 

Dissenting  Views 

Some  critics  claim  that  the  act  does  not  clearly  define  what  a  uniform 
risk-based  safety  system  is,  nor  how  the  current  two  separate  field  inspection 
systems  would  be  organized. 


2\ 


S.  1349  was  introduced  by  Senator  Durenberger  on  August  3,  1993. 
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Popular  Name  and  Date 

Carol  Tucker  Foreman,  Safe  Food  Coalition,  August  17,  1993.22 

Description  and  Mission  of  Group  Making  Recommendations 

These  recommendations  in  the  form  of  a  policy  proposal,  reflect  support 
from  the  American  Public  Health  Association;  Center  for  Science  in  the  Public 
Interest;  Consumer  Federation  of  America;  Consumers  Union;  Food  and  Allied 
Service  Trades,  AFL-CIO;  Government  Accountability  Project;  National 
Consumers  League;  Public  Citizen;  Public  Voice  for  Food  and  Health  Policy; 
United  Food  and  Commodity  Workers  International  Union. 

Summary  of  Recommendations  and  Impact 

The  proposal  recommends  that  the  Clinton  Administration  combine  all 
food  safety  programs  within  DHHS.  The  proposal  would  combine  all  food 
inspection  in  a  new  agency  and  elevate  FDA  to  independent  status  on  a  level 
equal  to  the  Social  Security  Administration.  The  proposal  supports  the  June 
1992  GAO  report  recommendation  to  combine  food  safety  functions  and 
recommends  that  it  be  adopted  because  there  appears  to  be  no  justification  for 
meat  and  poultry  inspection  to  be  separated  from  the  rest  of  food  inspection. 
It  recommends  an  independent  food  safety  agency  to  combine  the  functions  of 
FDA  and  USDA  and  the  pesticide  programs  of  EPA  with  the  existing  programs 
of  the  Consumer  Product  Safety  Commission  and  the  renaming  and  the 
reconfiguring  of  that  agency.  It  would  bring  together  programs  and  personnel 
with  similar  goals  and  claims  it  would  be  an  opportunity  to  reduce 
administration  and  personnel  costs. 

Dissenting  Views 

Giving  the  task  of  regulating  meat  and  poultry  to  FDA  would  be  similar 
to  "the  gnat  swallowing  the  elephant,"  says  Marian  Burros  in  a  recent  newspaper 
article.28  FDA  currently  has  about  1,500  full  time  equivalent  (FTE)  positions 
for  all  types  inspection  and  sample  analysis  of  foods,  whereas  FSIS  of  USDA  has 
about  7,400  FTEs  for  meat  and  poultry  inspection.  The  types  of  inspections  are 
somewhat  different  from  one  agency  to  the  other.  With  extensive  scientific 
training,  FDA  inspectors  take  microbial  samples  for  laboratory  analysis;  they 
check  temperatures  in  canning  processes;  they  check  machinery;  and  their 
evaluations  and  detailed  descriptions  must  be  able  to  support  any  regulatory 
action  that  may  lead  to  a  legal  proceeding.  FSIS  has  a  different  approach  to 
inspections.     FSIS  meat  and  poultry  inspectors  rely  on  constant  and  daily 


^Safe  Food  Coalition.  Reinventing  Meat  and  Poultry  Inspection:  Building 
a  Public  Health  Based  Program.  August  17,  1993.  (202)  822-8060.  Telephone 
conversation  with  Joy  Stevens,  FDA,  Sept.23,  1993.  (301)  443-3793. 

"Burros,  Marian.  Clinton  Plan  Would  Move  Meat  and  Poultry  Inspections 
to  FDA.  New  York  Times,  Sept.  13,  1993.  p.  A18. 
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organoleptic  inspection  (based  on  sight,  touch,  or  smell)  of  products  as  they  flow 
by  on  the  assembly  line.  They  can  immediately  condemn  carcasses  which  do  not 
pass  standards.  FSIS  inspectors  also  draw  and  send  samples  for  laboratory  tests, 
review  exports  and  inspect  imports,  set  national  standards,  and  give  technical 
and  financial  assistance  to  26  States.24 


^Telephone  conversation  with  Joy  Stevens,  FDA,  September  23, 1993.  (301) 
443-3793.  Telephone  conversation  with  Will  Kerr,  FSIS  Budget  Formulation 
and  Presentation  Branch,  September  24,  1993.   (202)  720-2912. 
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FOOD  SAFETY  UNDER  THE  U.S.  DEPARTMENT  OF  AGRICULTURE 

Popular  Name  and  Date 

The  Hoover  Commission  Report,  May  20,  1949.26 

Description  and  Mission  of  the  Group  Making  Recommendations 

Headed  by  Herbert  Hoover,  former  President  of  the  United  States,  the 
Commission  on  Organization  of  the  Executive  Branch  of  the  Government  was 
organized  in  accordance  with  Public  Law  162,  80th  Congress,  approved  July  7, 
1947.  It  was  created  by  unanimous  vote  of  Congress  in  July,  1947,  and 
submitted  a  series  of  reports  to  Congress.  The  Lodge-Brown  Act,  which  brought 
it  into  being,  conceived  of  its  mission  as  being  bipartisan.  Therefore  the 
Commission  had  six  members  from  each  party.  Four  Commissioners  each  were 
chosen  by  the  President  of  the  Senate,  the  Speaker  of  the  House  of 
Representatives,  and  President  Truman.  The  Commission  members  consisted  of: 
Herbert  Hoover,  Chairman;  Dean  Acheson,  Vice  Chair;  Arthur  S.  Flemming; 
James  Forrestal;  George  H.  Mead;  George  D.  Aikin;  Joseph  P.  Kennedy;  John 
L.  McClellan;  James  K.  Pollock;  Clarence  J.  Brown;  Carter  Manasco;  James  H. 
Rowe,  Jr. 

Summary  of  Recommendations  and  Impact 

The  Commission  recommended  that  all  regulatory  functions  relating  to 
food  products  be  transferred  to  the  Department  of  Agriculture  and  that  those 
relating  to  other  products  be  placed  under  a  reorganized  Drug  Bureau 
administered  by  the  public  health  agency.  The  Commission  defined  these  [food 
safety]  functions  to  include  the  regulations  relating  to  adulteration  of  foods, 
standards  of  containers,  tolerances  of  poisonous  ingredients  of  foods  and  various 
milk  requirements,  that  were  regulated  under  the  Federal  Security  Agency.  All 
Federal  Trade  Commission  responsibilities,  for  false  advertising  of  foods  and 
branding  of  wool  and  fibre  products,  would  be  transferred.  The  Commission 
recommended  that  the  work  of  the  Bureau  of  Internal  Revenue  in  the  Treasury 
that  administered  a  tax  on  oleomargarine,  renovated  butter,  and  filled  cheese  be 
transferred  to  USDA.  The  Commission  argued  that  too  many  agencies  had 
jurisdiction  over  food  and  drug  products,  creating  overlap  and  confusing  the 
public.  Four  agencies  exercised  food  regulatory  functions,  and  some 
manufacturers  had  to  comply  with  the  regulations  of  more  than  one  Federal 
agency.  The  recommendations  of  the  Hoover  Commission  led  to  the  creation  of 
the  Department  of  Health,  Education,  and  Welfare  in  1953.  FDA  was  put  under 
this  new  agency. 


^he  Hoover  Commission  Report.  U.S.  Commission  on  Organization  of  the 
Executive  Branch  of  the  Government  (1947-1949).  Westport,  Connecticut, 
Greenwood  Press,  1970. 
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Dissenting  Views 

"A  dissenting  minority  objected  to  splitting  FDA  because  it  would  create 
rather  than  eliminate  duplication  and  overlapping  of  services."  Dissenters 
continued  to  say  that  splitting  the  functions  would  require  two  sets  of 
laboratories  and  staffs  working  independently  of  each  other  and  would  limit  the 
flexibility  and  economy  of  work  assignments.  Both  the  Committee  on  Medical 
Services  and  the  Brookings  Institution  recommended  that  the  [food  safety] 
function  be  continued  as  part  of  a  reorganized  public  health  service  within  the 
Federal  Security  Agency  or  its  successor. 
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Popular  Name  and  Date 

Restructuring    of    Meat    and    Poultry    Products    Inspection: 

Wholesome  Meat  Act  of  1967,  and  the  Poultry  Products  Act  of  196826. 

Description  and  Mission  of  Group  Making  Recommendations 

Federal,  State,  and  local  meat  inspections  developed  individually  and 
separately.  The  Federal  system  was  responsible  for  meats  moving  in  interstate 
commerce  and  international  trade.  State  and  local  authorities  oversaw  meats 
consumed  in  their  own  jurisdictions.  Thus  the  control  was  mixed  with  some 
areas  having  rigid  standards  and  others  lax  standards.  From  this  background 
came  a  call  for  common  standards  and  groups  began  promoting  protective 
legislation. 

The  Talmadge-Aiken  Act  of  1962  provided  for  cooperation  between 
Federal  and  State  agencies  in  regulating  the  marketing  of  agricultural  products. 
Few  States  took  advantage  of  the  authority  to  enter  into  broad  cooperative 
agreements  with  the  U.S.  Department  of  Agriculture.  Under  it  the  States  were 
to  establish  "equal  to"  systems.  In  1967,  President  Johnson  urged  amending  the 
law  to  provide  greater  protection  to  consumers  and  Federal  assistance  to  States 
in  developing  State  inspection  programs.  Congress  passed  the  Wholesome  Meat 
Act  on  December  15,  1967,  which  revised  substantially  the  1906  Meat  Act.  On 
August  18, 1968  the  Wholesome  Poultry  Act  became  law  and  extended  to  poultry 
inspection  many  aspects  of  the  meat  inspection  act  approved  in  1967. 

Summary  of  Recommendations  and  Impact 

Both  Acts  required  that  States  have  meat  and  poultry  inspection 
programs  "at  least  equal  in  rigor  to"  federally-run  programs  (under  APHIS),  even 
though  the  State-inspected  plants  could  still  only  market  their  products  within 
the  State.  Under  deadlines  of  December  1969  (meat)  and  August  1970  (poultry), 
States  could  receive  Federal  matching  funds  to  bring  their  programs  up  to 
Federal  safely  and  purity  standards.  One  year  extensions  were  to  be  granted 
under  certain  conditions.  The  Acts  encouraged  uniformity  in  the  inspection 
systems  and  closed  loopholes  in  various  phases  of  the  inspection  program. 
Annual  reports  to  Congress  on  operations  and  effectiveness  of  the  inspection 
system  were  required. 


^U-S.  Department  of  Agriculture.  Economic  Research  Service.  National 
Economy  and  History  Branch.  Agriculture  and  Rural  History  Branch. 
Unpublished  chapters  from  forthcoming  history  of  the  Food  Safety  and 
Inspection  Service.  Also  see  Wiser,  Vivian.  Part  V:  Meat  and  Poultry  Inspection 
in  the  United  States  Department  of  Agriculture.  In  Wiser,  Vivian,  Larry  Mark, 
H.  Graham  Purchase,  100  Years  of  Animal  Health.  1884-1984.  Beltsville,  MD, 
The  Associates  of  the  National  Agricultural  Library,  1987. 
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Certain  food  additives  were  becoming  a  safety  problem.  The  presence  of 
nitrosamine,  a  carcinogen,  in  bacon  was  of  concern.  Food  processors  added 
nitrite  as  a  curing  agent  to  pork,  and  this  addition  caused  the  formation  of 
nitrosamine  when  the  naturally  occurring  amine  and  nitrite  combined.  Also 
Canada  forbade  meats  from  DES-treated  animals  (Diethylstilbestrol-a  synthetic 
estrogenic  drug)  to  enter  its  market  and  FDA  considered  banning  its  use 
altogether. 

Dissenting  Views 

One  State  commissioner  of  agriculture  felt  that  an  ulterior  motive  was 
the  complete  federalization  of  meat  inspection.  There  were  charges  that  USDA 
was  trying  to  extend  its  authority.  A  number  of  packing  and  processing 
representatives  joined  others  from  some  State  departments  in  opposition. 
Increasingly,  the  States  dropped  out  of  the  meat  inspection  business  because  of 
its  high  cost.  By  1976,  APHIS  inspectors  monitored  meat  and  poultry 
processing  in  60%  of  the  Nation's  plants. 


119 


CRS-24 

FOOD  SAFETY  UNDER  THE  FOOD  AND  DRUG  ADMINISTRATION 

Popular  Name  and  Date 

HEW  Reorganization  Order  of  March  1968.27 

Description  and  Mission  of  Group  Making  Recommendations 

Department  of  Health,  Education,  and  Welfare  (DHEW)  Reorganization 
Order  of  March  1968.  President  Lyndon  Johnson  pressed  his  cabinet  and  they 
initiated  internal  and  external  changes  in  FDA.  The  Bureau  of  Regulatory 
Compliance  and  the  Bureau  of  Voluntary  Compliance  were  consolidated  into  the 
Bureau  of  Compliance.  Ten  regional  food  and  drug  directorships  were 
established  to  conform  with  the  regional  structure  of  DHEW.  Plus  the  position 
of  FDA  was  upgraded  within  the  Public  Health  Service. 

Summary  of  Recommendations  and  Impact 

The  Order  placed  FDA  under  the  Public  Health  Service  and  in  July  1968 
made  FDA  a  part  of  the  newly  created  Consumer  Protection  and  Environmental 
Health  Service  (CPEHS).  FDA  received  resources  devoted  to  pesticides, 
shellfish,  product  safety,  and  poison  control  from  other  Public  Health  agencies. 
FDA  now  began  to  operate  under  the  Public  Health  Service  Act. 

Dissenting  Views 

CPEHS  was  the  umbrella  agency  formed  to  deal  with  environmental 
problems  but  never  received  congressional  authorization  or  appropriations. 
Other  operating  programs  contributed  funding  and  positions.  Dr.  Winton 
Rankin,  Deputy  Commissioner  of  FDA  reportedly  commented:  "We  gave  him 
[C.C.  Johnson,  Director  of  CPEHS]  whatever  bit  of  lip  service  we  had  to  but 
didn't  offer  much  cooperation.  He  finally  went  under."  Dr.  Rankin  also  said 
that  he  thought  that  if  CPEHS  succeeded,  FDA  would  cease  to  exist.28 


27Brannon,  Organizing  and  Reorganizing  FDA.  p.  135-174. 
^Brannon,  Organizing  and  Reorganizing  FDA.   p.  135-174. 
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Popular  Name  and  Date 

The  Malek  Report,  December  10,  1969.29 

Description  and  Mission  of  Group  Making  Recommendations 

Analysis  and  Recommendations:  The  Food  and  Drug  Administration 
Organizational  Review,  Frederick  V.  Malek,  Deputy  Undersecretary,  Department 
of  Health,  Education,  and  Welfare,  December  10,  1969.  The  committee  was 
chaired  by  Mr.  Malek  and  took  9  months  to  make  its  recommendations.  Special 
Task  Force  on  Reorganization  of  the  Consumer  Protection  Programs,  August  25, 
1970.  The  report  made  an  organizational  and  management  study  of  the  FDA. 
The  recommendations  were  made  to  Dr.  Charles  C.  Edwards,  FDA 
Commissioner. 

Summary  of  Recommendations  and  Impact 

Proposed  a  reorganization  of  FDA  because  of  a  growing  concern  over 
FDA's  ability  to  carry  out  its  consumer  protection  responsibilities.  The  report 
recommended  that  a  new  Consumer  Protection  and  Environmental  Health 
Service  be  created  separate  from  FDA  with  FDA  becoming  a  major  health  agency 
reporting  to  the  Assistant  Secretary  for  Health  and  Scientific  Affairs.  A  new 
Bureau  of  Foods,  Pesticides,  and  Product  Safety  and  a  Bureau  of  Drugs  would 
be  created  each  with  full  responsibility  and  authority  for  all  activities  from 
initial  research  to  final  regulatory  action.  The  rationale  was  that  the  new  Food 
Bureau  could  concentrate  on  its  major  product  areas  without  jeopardizing  other 
product  areas  and  would  create  clearer  lines  of  authority  for  FDA's  compliance 
activities.  FDA  Commissioner,  Dr.  Edwards  claimed,  "I  am  happy  to  say  at  this 
point  in  time  [December  8,  1971]  that  all  of  the  recommendations  of  the  Malek 
committee  in  terms  of  the  organization  and  management  of  FDA  have  been 
implemented." 

Dissenting  Views 

Not  Available 


^.S.  Congress.  House.  Committee  on  Interstate  and  Foreign  Commerce. 
Subcommittee  on  Commerce  and  Finance.  Consumer  Product  Safety  Act. 
Hearings,  92nd  Congress,  2nd  sess.  Part  3.  Nov.  1,  1971-Feb.  3,  1972.  Serial 
No.  92-61.  Washington,  U.S.  Govt.  Print.  Off.,  1972. 
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Popular  Name  and  Date 

The  Ash  Council  Report  of  January  1971.30 

Description  and  Mission  of  Group  Making  Recommendations 

January  1971,  President's  Advisory  Council  on  Executive  Reorganization. 
Establishment  of  a  Department  of  Natural  Resources  Organization  for  Social 
and  Economic  Programs. 

Summary  of  Recommendations  and  Impact 

The  Council  proposed  that  FDA  be  made  part  of  a  new  Department  of 
Human  Resources  whose  purpose  would  be  to  assist  in  the  development  and 
well-being  of  U.S.  citizens  and  "reform  outdated  social  and  economic  policies 
embedded  in  the  regulatory  fabric  of  government."  The  justification  was  that 
independent  regulatory  commissions  limited  the  effectiveness  of  the  Federal 
government  from  responding  to  economic,  technological,  structural,  and  social 
change. 

Dissenting  Views 

Several  bills  introduced  during  the  92nd  Congress  would  have  only 
partially  accepted  the  Ash  Council  recommendations.  For  example,  S.  1432  was 
introduced  by  Senator  Percy.  According  to  its  sponsors,  it  would  have  promoted 
more  effective  management  of  the  executive  branch  by  reorganizing  and 
consolidating  certain  related  functions  of  the  government  in  a  new  Department 
of  Human  Resources  and  for  other  purposes.  S.  1432  did  not  include  FDA. 
Congress  appeared  to  be  concerned  about  the  concentration  of  responsibility  in 
a  single  individual  to  head  up  new  executive  branch  department  with  little 
congressional  oversight. 


President's  Advisory  Council  on  Executive  Organization.  Memoranda  for 
the  President  of  the  United  States.  Establishment  of  a  Department  of  Natural 
Resources  Organization  for  Social  and  Economic  Programs.  Washington,  D.C., 
U.S.  Govt.  Print  Off,  Feb.  5,  1971.  p.  94.  Percy,  Charles.  Remarks  in  the 
Senate.  Congressional  Record,  v.  117,  Apr.  1,  1971.  p.  9089-9093. 
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Popular  Name  and  Date 

Senate  Governmental  Affairs  Report  on  Federal  Regulations, 
1977.81 

Description  and  Mission  of  Group  Making  Recommendations 

U.S.  Senate  Committee  on  Governmental  Affairs,  Study  on  Federal 
Regulation.  The  Chairman  of  the  Senate  Committee  on  Governmental  Affairs, 
Abraham  Ribicoff,  submitted  this  report  to  Walter  F.  Mondale,  President  of  the 
Senate  on  December  21, 1977.  The  report  was  prepared  under  the  authority  of 
the  Senate  Resolution  71  that  authorized  the  Governmental  Affairs  Committee 
to  conduct  a  study  on  various  aspects  of  the  Federal  regulatory  process. 

Summary  of  Recommendations  and  Impact 

Senator  Ribicoff  hoped  that  the  report  would  provide  a  basis  for 
congressional  action.  The  report  recommended  a  transfer  of  USDA  food 
regulatory  functions  to  FDA.  The  report  stated,  "Divided  responsibility  for 
regulating  food  production  has  resulted  in  a  regulatory  program  which  is  often 
duplicative,  sometimes  contradictory,  undeniable  costly,  and  unduly  complex." 
The  report  asserted  an  urgent  need  to  combine  and  rationalize  the  dual  food 
regulation  system  that  had  existed  over  70  years.  "We  believe  the  bifurcated 
food  regulatory  system  should  be  unified  in  a  single  agency." 

Dissenting  Views 

The  proposal  would  have  split  the  field  force  between  the  two 
administrations.  USDA  officials  claimed  that  USDA's  greatest  strength  was  its 
network  of  field  offices  in  operation  throughout  the  country,  as  well  as  the 
experience  and  skills  of  its  field  staff.  Transferring  USDA  employees  to  another 
agency  would  have  weakened  this  network  system. 


3IU.S.  Congress.  Senate.  Committee  on  Governmental  Affairs.  Study  on 
Federal  Regulation.  Senate  Document  no.  95-91,  95th  Cong.,  2d  sess.  v.  V. 
Regulatory  Organization.  Dec.  1977.  p.  140.  Also  mentioned  in  Hutt  and 
Merrill,  p.  18. 
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Popular  Name  and  Date 

President  Carter's  1978  Government  Reorganization  Project  or 
White  House  Study  (never  released).32 

Description  and  Mission  of  Group  Making  Recommendations 

During  testimony  before  Mr.  Whitten's  Subcommittee  at  various  times, 
spokespeople  for  the  Carter  Administration  referred  to  the  President's  White 
House  Study  for  Reorganization.  Two  of  the  most  prominent  were  Secretary  of 
Agriculture,  Bob  Bergland,  and  Dr.  Angelotti,  Administrator  of  the  Food  Safety 
and  Quality  Service  (FSQS)  (a  precursor  of  FSIS). 

Summary  of  Recommendations  and  Impact 

The  project  recommended  consolidation  of  all  food  regulatory  functions 
of  FDA.  Although  the  HEW  Secretary  Joseph  Califano  suggested  that  FDA  take 
over  USDA's  meat  and  poultry  inspection  and  labeling  duties,  the  final  report 
did  not  resolve  where  the  new  organization  would  be  located.  In  1977,  USDA 
had  formed  the  FSQS.  Its  mission  was  to  enhance  coordination  among  food 
inspection  activities  as  well  as  food  grading,  certification  and  purchasing.  USDA 
made  very  clear  that  it  had  reorganized  itself  along  functional  lines  and 
therefore  it  did  not  believe  consolidation  with  FDA  would  be  beneficial. 

Dissenting  Views 

USDA  Secretary  Bergland  countered  with  the  idea  that  FDA  food 
inspection  authority  be  transferred  to  the  new  FSQS,  created  in  1977.  Secretary 
Bergland  stated,  "The  President's  Reorganization  Task  Force  is  reviewing  the 
desirability  of  combining  FDA  food  activities,  and  USDA  food  safety  and  quality 
activities  operations.  In  November  1977,  HEW  proposed  to  consolidate  USDA's 
meat  and  poultry  inspection  activities  and  the  women-infants-children  program 
with  certain  activities  currently  under  HEW.  In  February,  the  Department 
proposed  an  alternative  arrangement  of  functions.  A  decision  will  have  to  be 
made  as  to  whether  the  activities  should  be  combined — and  if  so — in  which 
Department  they  should  be  located. 


82U.S.  Congress.  House  Committee  on  Appropriations.  Subcommittee  on 
Agriculture,  Rural  Development,  and  Related  Agencies.  Agriculture,  Rural 
Development  and  Related  Agencies  Appropriations  for  1979.  Hearings,  Parts  1 
and  4,  Feb.  1978.  Washington,  U.S.  Govt.  Print.  Off.,  1978.  p.  75  (pt.l),  p.  367- 
371  (pt.  4). 
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CRS-29 

Popular  Name  and  Date 

Dr.  Lester  Crawford,  1980.38 

Description  and  Mission  of  Group  Making  Recommendations 

Dr.  Lester  Crawford  was  the  newly  appointed  Food  Safety  and  Inspection 
Service  Administrator  in  1980.  In  a  speech  at  the  1980  U.S.  Animal  Health 
Association  annual  meeting,  he  recommended  that  one  agency  would  do  a  better 
job  in  formulating  food  regulatory  policies. 

Summary  of  Recommendations  and  Impact 

Dr.  Crawford  stated,  "Managerially  unsound  and  duplicative  systems  of 
regulation  will  cause  us  all  to  still  be  spinning  on  our  collective  wheels  decades 
from  now."  He  suggested  a  number  of  alternatives:  1)  consolidation  of  all  food 
safety  functions  within  HHS;  2)  transfer  of  FDA's  Center  of  Food  Safety  and 
Applied  Nutrition  (CFSAN)  and  Center  for  Veterinary  Medicine  (CVM)  to 
USDA;  or  3)  at  least  merge  CFSAN  with  CVM. 

Dissenting  Views 

Several  food  safety  activists  objected  to  moving  all  food  safety 
responsibility  to  USDA  because  USDA  was  not  linked  to  the  Public  Health 
Service  as  FDA  is.  They  argued  that  communication  could  be  eased  on  food 
safety  standards  if  all  agencies  were  affiliated  with  public  health  agencies  such 
as  the  Centers  for  Disease  Control  and  the  National  Institutes  of  Health. 


^Crawford,  Dr.  Lester.  Critique  of  Animal  Health  Regulation.  Proceedings 
of  the  84th  Annual  Meeting.  Washington,  D.C.,  U.S.  Animal  Health  Association, 
1980. 
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CRS-30 

Popular  Name  and  Date 

Dr.  Sanford  Miller,  1989.34 

Description  and  Mission  of  Group  Making  Recommendations 

Dr.  Sanford  Miller  was  the  director  of  the  Center  for  Food  Safety  and 
Applied  Nutrition  at  the  Food  and  Drug  Administration  from  1978  to  1987.  He 
is  a  national  voice  on  public  policy  relating  to  nutrition  and  food  sciences. 

Summary  of  Recommendations  and  Impact 

In  discussing  the  underlying  philosophical  dynamic  for  the  leading  food 
safety  agencies  which  he  believes  has  led  to  unnecessary  controversies,  Dr. 
Miller  recommended  that  it  was  time  to  review  the  structure  of  food  regulation 
in  the  United  States.  He  suggested  that  it  would  be  reasonable  for  the 
President  and  Congress  to  appoint  a  very  senior  level  commission  to  review  the 
requirements  for  an  optimal  food  regulatory  process  and  make  recommendations. 
Dr.  Miller  stated,  "The  commission  might  very  well  conclude  that  the  current 
setup  is  the  best  that  we  can  devise,  or  it  may  propose  a  single  agency,  perhaps 
at  the  level  of  EPA." 

Dissenting  Views 

Not  Available 


"Miller,  Dr.  Sanford.  Quest  for  Safe  Food:  Knowledge  and  Wisdom.  1989 
S.  B.  Hendricks  Memorial  Lecture  presented  by  Dr.  Sanford  A.  Miller  before  the 
American  Chemical  Society,  Miami  Beach,  Florida.  September  11,  1989.  U.S. 
Department  of  Agriculture.  Agricultural  Research  Service.  Washington,  U.S. 
Govt.  Print.  Off.,  1990.  p.  11. 
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Popular  Name  and  Date 

The  Edwards  FDA  Advisory  Committee,  May  1991.36 

Description  and  Mission  of  Group  Making  Recommendations 

Final  Report  of  the  Advisory  Committee  on  the  Food  and  Drug 
Administration.  The  committee  was  chaired  by  Dr.  Charles  C.  Edwards,  the 
former  FDA  Commissioner  (1969-1973),  and  former  Assistant  Secretary  for 
Health  (1973-75).  One  of  its  members  became  the  FDA  Commissioner,  David  A. 
Kessler.  The  purpose  of  the  committee  was  to  examine  FDA's  mission, 
responsibility,  and  structure  according  to  its  legislative  mandate,  and  recommend 
how  FDA  could  be  strengthened  to  fulfill  its  mission.  The  committee  was  to 
provide  advice  accordingly  to  the  Secretary  of  Health  and  Human  Services  and 
to  the  Assistant  Secretary  for  Health. 

Summary  of  Recommendations  and  Impact 

The  Committee  recommended  that  FDA  be  removed  from  the  Public 
Health  Service  (PHS)  and  that  the  FDA  Commissioner  report  directly  to  the 
Secretary  of  Health  and  Human  Services.  It  also  recommended  that  the 
Secretary  of  HHS  should  redelegate  to  the  Commissioner  authority  to  issue 
regulations  implementing  all  the  laws  that  FDA  administers  and  to  manage  the 
daily  operations  of  the  Agency. 

The  Food  Policy  Subcommittee  of  the  Advisory  Committed  recommended 
that  FDA  move  immediately  to  improve  Center  for  Food  Safety  and  Applied 
Nutrition  (CFSAN)  management  system,  increase  its  resources,  upgrade  the 
development  of  its  program  planning,  and  delegate  additional  authority  to  the 
CFSAN  director.  It  also  recommended  that  the  Commissioner  establish  a  task 
force  to  ensure  FDA  meet  its  nutrition  labeling  obligations  and  another  to  assist 
CFSAN  in  resolving  scientific  and  technical  issues.  It  also  said  that  it  found  no 
evidence  to  show  that  FDA's  performance  would  improve  if  its  human  food 
responsibilities  were  combined  with  those  of  USDA.  It  recommended  the 
establishment  of  a  consistent  approach  to  risk  assessment  among  regulatory 
agencies  responsible  for  food  safety  (FDA,  EPA,  and  USDA),  including  in  food 
derived  from  animals. 

Dissenting  Views 

The  Secretary  of  HHS  responded  that  the  location  in  PHS  was  not  the 
source  of  FDA  problems.  He  contended  that  FDA  has  lots  to  gain  from  the  close 
scientific  interaction  with  other  PHS  agencies  on  issues  such  as  AIDS 
epidemiology  and  research,  pertussis  vaccine,  outbreaks  of  salmonella  enteritidis, 


^U.S.  Dept.  of  Health  and  Human  Services.  Advisory  Committee  on  the 
Food  and  Drug  Administration.  Final  Report.  Charles  C.  Edwards,  Chairman. 
May  1991.  Washington,  1991.  p.  iii-iv,  19-24. 
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dental  amalgam,  and  blood  safety  issues.  According  to  this  view,  FDA 
interaction  with  other  PHS  agencies  with  a  common  mission  leads  to 
cooperation  and  interaction. 
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CRS-33 

Popular  Name  and  Date 

National  Performance  Review,  September  1993.36 

Description  and  Mission  of  Group  Making  Recommendations 

Vice  President  Al  Gore  published  his  report  of  the  National  Performance 
Review  on  September  7,  1993.  He  had  been  asked  by  President  Clinton  to 
undertake  a  6-month  study  of  the  Federal  bureaucracy  and  make 
recommendations  on  how  to  create  a  government  that  works  better  and  costs 
less. 

Summary  of  Recommendations  and  Impact 

The  Review  recommends  eliminating  the  FSIS  of  USDA  as  a  separate 
agency  by  consolidating  all  food  safety  responsibilities  under  the  FDA. 

Dissenting  Views 

A  food  safety  panel  advising  the  Review  staff  reportedly  had 
recommended  an  independent  agency  which  would  administer  a  science-based 
system  that  applies  the  same  standards  to  all  foods  and  could  prevent  foodborne 
illnesses.  The  independent  agency  would  conduct  research  and  eliminate 
illogical  and  inconsistent  treatment  of  food  products  posing  similar  risk.  This 
view  was  not  accepted  in  the  final  National  Performance  Review  report.  Some 
in  Congress  would  prefer  that  FSIS  absorb  food  and  seafood  inspection 
responsibilities  because  FSIS  has  a  substantial  network  around  the  country,  and 
it  has  shown  that  it  can  communicate  with  the  public  health  service  when 
necessary.  For  example,  House  Speaker  Thomas  S.  Foley  has  said  that,  if  USDA 
regulated  all  foods,  the  FDA  would  be  free  to  concentrate  on  the  safety  of 
drugs.37 


^Gore,  Al.  From  Red  Tape  to  Results:  Creating  a  Government  That  Works 
Better  and  Costs  Less.  Report  of  the  National  Performance  Review. 
Washington,  Sept.  7,  1993.  p.  101.  Cooper,  Kenneth  J.  Hill  Turf  Fights  May 
'Reinvent'  Gore  Proposals.  Washington  Post.  Sept.  13,  1993,  p.  A19.  Rodney 
E.  Leonard.  A  Single  Food  Safety  Agency.  Nutrition  Week.  v.  23,  Sept.  10, 
1993.   p.  2. 

37Cooper,  Kenneth  J.,  Hill  Turf  Fights  May  'Reinvent'  Gore  Proposals. 
Washington  Post,  Sept.  13,  1993,  p.  A19.  Rodney  E.  Leonard.  A  Single  Food 
Safety  Agency.  Nutrition  Week.  v.  23,  Sept.  10,  1993,  p.  2. 
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NOTICE  -  THIS  REPORT  RESTRICTED  TO  OFFICIAL  USE 

This  evaluation  is  provided  to  program  officials 
solely  for  their  review  and  comments  on  the 
subjects  reported.  Recipients  of  this  report 
are  not  authorized  to  make  any  further 
distribution  or  release  of  this  information 
except  for  official  review  and  comments. 
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GREAT  PLAINS  REGION 

9435  HOLMES,  P.  0.  BOX  293 

KANSAS  CITY,  MISSOURI  64141 


136 


United  States 

Office  of 

Washington 

Department  of 

Inspector 

DC 

Agriculture 

General 

20250 

DATE:  August  12,  1993 

REPLY  TO 

ATTN  OF:   24800- 1-KC 

SUBJECT:  Evaluation  -  Regulation  of  Cornhusker  Packing  Company, 
Omaha,  Nebraska 

TO:  H.  Russell  Cross 
Administrator 
Food  Safety  and  Inspection  Service 


We  have  completed  an  evaluation  of  Food  Safety  and  Inspection  Service's 
regulation  of  the  subject  slaughter  plant.  Besides  conducting  work  at  the 
above  plant,  we  also  conducted  reviews  of  appropriate  records  at  the  regional 
and  area  offices.  In  addition,  we  interviewed  numerous  inspectors  who  worked 
at  the  plant  as  well  as  appropriate  regional  and  area  office  management 
officials.  We  also  visited  several  other  slaughter  plants  in  the  circuit 
where  this  plant  was  located.  Attached  are  the  results  of  our  review  and 
recommended  corrective  actions. 

Your  written  response,  dated  August  3,  1993,  is  attached  as  exhibit  C. 
Although  your  response  expressed  general  concurrence  to  the  recommendations, 
we  need  additional  information  before  any  management  decisions  can  be  reached. 

In  accordance  with  Departmental  Regulation  1720-1,  please  furnish  a  reply 
within  60  days  describing  the  specific  corrective  action  taken  or  planned  and 
the  timeframes  for  implementation  for  each  of  the  recommendations.  Please 
note  that  the  regulation  requires  a  management  decision  to  be  reached  on  all 
findings  and  recommendations  within  a  maximum  of  6  months  from  report 
issuance. 

We  appreciated  the  assistance  you  and  your  staff  provided  to  us  in  our  review. 


/Z.&U?+ 


JAMES  R.  EBBITT 
Assistant  Inspector  General 
for  Audit 
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EXECUTIVE  SUMMARY 

EVALUATION  OF 
FOOD  SAFETY  AND  INSPECTION  SERVICE 
REGULATION  OF  CORNHUSKER  PACKING  COMPANY 


■^"™^™ "^™^^™^^^^  On  May  20,  1993,  the  Secretary  announced 
PURPOSE  that  the  Department  had  stopped  the 

operations  of  Cornhusker  Packing 
—  Company,  a  meat  slaughter  plant  in 

Omaha,  Nebraska.  Earlier  in  the  week,  a 
televised  newscast  showed  several  scenes  of  unsanitary  conditions 
occurring  at  the  federally  inspected  plant.  The  plant  was 
temporarily  closed  for  failing  to  meet  U.S.  Department  of 
Agriculture  (USDA)  standards  and  was  not  allowed  to  resume 
slaughter  operations  until  the  afternoon  of  May  25.  The  Secretary 
requested  that  we  review  the  plant  to  determine  why  it  was  failing 
to  meet  these  standards  and  why  USDA  had  not  insisted  on  corrective 
action  earlier.  Our  objective  was  to  determine  if  Food  Safety  and 
Inspection  Service  (FSIS)  officials  had  taken  timely  and  effective 
corrective  actions  to  ensure  the  plant  followed  meat  inspection 
regulations. 


^^^"■"■,B"^^"""1^^^^™  Plant  management  officials  had  not 
RESULTS  IN  BRIEF        corrected  the  sanitation  deficiencies 

that  have  been  ongoing  at  Cornhusker 

ii      inn    Packing  Company  for  many  years.   The 

plant  had  a  long  history  of  rodent 
infestation,  poor  maintenance,  and  unsanitary  practices.  During 
our  site  review  starting  June  8,  1993,  we  found  that  FSIS 
inspection  personnel  allowed  the  plant  to  operate  when  conditions 
similar  to  the  conditions  depicted  on  the  televised  newscast  still 
were  occurring.  Specifically,  we  found  the  following. 

Meat  products  were  contaminated  with  feces  and  other 
unidentifiable  particles  and,  while  contaminated,  came 
in  contact  with  other  edible  organs. 

Oversized  carcasses  were  touching  contaminated 
surfaces,  including  the  kill  floor,  and  water  was 
splashing  from  the  kill  floor  onto  hanging  carcasses. 

Carcasses  in  coolers  and  product  ready  for  packing  had 
unidentifiable  particles  on  their  surfaces. 


-  1  - 
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Plant  facilities  were  old  and  not  properly  maintained, 
allowing  contamination  and  access  by  pests. 

These  conditions  were  allowed  to  persist  because  of  poor 
supervision  over  the  FSIS  inspection  process  at  the  plant.  The 
FSIS  regional  office,  the  area  office,  the  circuit  supervisor,  and 
the  inspector-in-charge  at  the  plant  all  failed  to  adequately 
supervise  the  in-plant  inspection  staff.  There  were  inadequate 
supervisory  reviews  of  the  performances  of  lower  level  employees, 
no  Independent  reviews  of  the  plant,  no  rotations  of  the  inspector- 
in-charge,  and  finally,  Ineffective  communication  between  the 
circuit  supervisor  and  higher  levels  of  management.  Conditions 
identified  by  inspectors  were  not  properly  followed  to  resolution 
by  FSIS  management,  which  generally  failed  to  recognize  the 
problems  at  the  plant.  We  did  not,  however,  confirm  any  specific 
instances  in  which  FSIS  failed  to  back  up  a  decision  by  inspectors, 
as  was  alleged  during  the  newscast. 


We  recommended  that  FSIS  take  immediate 
KEY  RECOMMENDATIONS       action  to  ensure  the  wholesomeness  of 

the  product  at  Cornhusker,  and  institute 
■!  ii  p— —  ii  urn  ii controls   to   ensure   that   agency 

management  stays  informed  of  problem 
plants  and  finds  solutions  for  chronic  deficiencies.  Such  controls 
would  take  the  form  of  greater  communication  within  the  inspection 
chain  of  command,  as  well  as  official  policy  that  would,  among 
other  things,  result  in  plants  initiating  their  own  quality  control 
activities  instead  of  waiting  for  FSIS  to  require  correction. 


^^-^^— —  On   June   18,   1993,   FSIS   elevated 
AGENCY  POSITION         Cornhusker  Packing  Company  to  Stage  II 

of  a  Progressive  Enforcement  Action,  an 
^^^■MHPHUBHMH  admi  n  i  s  t  rat  i  ve  sanction  that  requires 

the  plant  to  correct  its  cited 
deficiencies  according  to  a  schedule  set  by  FSIS.  FSIS'  corrective 
action  plan  covers  inspection  and  plant  operations.  We  believe 
that  although  some  of  the  requirements  of  the  corrective  action 
plan  were  vague,  it  should  bring  Cornhusker  up  to  USDA  standards. 
As  of  July  22,  FSIS  officials  reported  the  plant  was  making  the 
corrections  required  by  the  plan. 

FSIS  expressed  general  concurrence  with  our  recommendations  in  the 
written  response,  dated  August  3,  1993.  The  response  showed  that 
FSIS  plans  to  move  quickly  and  decisively  to  ensure  management 
practices  do  not  permit  repetitions  of  inadequate  responses  to 
plant  compliance  problems.  The  response  also  showed  that  our 
recommendations  can  be  incorporated  into  improvements  that  FSIS  has 
set  in  motion  for  pathogen  reduction,  program  review,  and  stronger 
supervision  and  oversight  of  the  plant  inspection  processes. 
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INTRODUCTION 


Cornhusker    Packing    Company 

BACKGROUND  (Cornhusker)  has  been  in  operation  in 

^^^^^^^^^^^^^^  Omaha,  Nebraska,  since  1950.   It  is  a 

■"■"■",^™'"""'^"''^""™  small  family-run  company,  slaughtering 

from  100  to  700  cattle  per  day  for 
human  consumption.  Inspection  at  the  plant  is  provided  by 
five  Food  Safety  and  Inspection  Service  (FSIS)  inspectors  as 
well  as  an  inspector-in-charge  (supervisory  inspector)  and  a 
veterinary  medical  officer.  The  plant  generally  buys  cows  and 
bulls,  which  means  that  it  slaughters  older  animals  such  as 
cull  dairy  cows  that  are  not  usable,  for  more  expensive  cuts 
of  meat  such  as  steaks,  but  are  butchered  primarily  for  sale 
to  meat  processing  plants  to  be  processed  into  ground  beef. 
Because  the  cattle  are  older,  they  are  more  apt  to  have 
diseases  and  therefore  present  a  greater  risk  to  consumers. 
Such  animals  require  more  inspection  effort  than  healthy 
steers  and  heifers  that  are  slaughtered. 

The  Federal  Meat  Inspection  Act  requires  that  each  animal 
slaughtered  in  a  Federal  or  a  State  establishment  be  examined 
before,  during,  and  after  slaughter.  These  ante-  and 
postmortem  inspections  are  conducted  by  veterinarians  or  by 
trained  inspectors  working  under  their  supervision. 

The  general  purpose  of  antemortem  inspections  is  to  determine 
whether  each  animal  present  for  slaughter  is  normal  or 
abnormal.  Those  designated  as  normal  are  sent  directly  to  be 
killed;  those  found  to  be  abnormal  are  categorized  as  unfit 
for  slaughter,  or  acceptable  for  slaughter  but  having  a 
condition  that  might  influence  carcass  disposition  upon 
postmortem  examination.  The  main  purpose  of  postmortem 
examinations  is  to  detect  disease  and  other  abnormal 
conditions  that  require  condemnation. 

FSIS  inspectors  are  also  responsible  for  inspecting  the 
sanitation  of  the  facility.  This  includes  structural  aspects 
of  the  premises,  water  supply,  manure  and  sewage  disposal, 
equipment,  personnel  and  other  health-related  features  of  the 
plant  environment.  When  sanitation  problems  are  found,  the 
inspector  attaches  a  "reject  tag"  to  the  unacceptable  item, 
warning  that  it  must  not  be  placed  in  service  until  it  has 
been  brought  up  to  standard.  The  inspector  also  completes  a 
daily  sanitation  report  that  covers  such  items  as  plant 
cleanliness  and  rodent-insect  control. 
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Once  a  violation  is  identified,  it  must  be  corrected  to  the 
inspector's  satisfaction  before  operations  may  continue. 

Cornhusker  has  had  a  history  of  sanitation  violations, 
especially  in  the  areas  of  rodent  control  and  plant 
cleanliness.  FSIS  inspectors  have  long  noted  rodent 
infestation  as  a  recurring  problem  at  the  facility,  and  they 
have  documented  continuing  deterioration  of  the  kill  floor. 
Generally,  plant  management  has  not  cooperated  with  FSIS 
efforts  and  has  even  been  antagonistic  towards  the  FSIS 
presence  in  the  plant.  We  observed  the  plant  manager 
discussing  an  inspection  decision  with  the  inspector-in-charge 
in  a  loud,  vulgar,  and  confrontational  manner.  FSIS 
inspectors  in  the  plant  have  felt  frustrated  in  their  efforts 
to  get  the  company  to  respond  to  their  concerns  and  have 
pressed  FSIS  management  for  more  decisive  action.  In  February 
1993,  an  anonymous  memo  to  FSIS  headquarters  management 
alleged  that  the  plant  was  unsanitary  and  that  an  FSIS 
employee  had  acted  improperly.  Shortly  after  the  area 
supervisor  reviewed  the  rodent  problem  at  the  plant,  a  second 
memo  appeared,  critical  of  the  area  supervisor's  review. 
Within  a  month,  the  news  media  aired  its  report  detailing 
sanitation  violations  that  were  not  corrected  by  FSIS 
management. 


Our  objectives  were  to  determine  if 
OBJECTIVES  FSIS  ensured  the  plant  met  Federal 

meat  inspection  requirements  and  if 

^^^^^mmmmmmmmm^^^m    FSIS  management  was  adequate  to 

obtain  corrective  action  on  adverse 
conditions,  including  conditions  reported  through  the  media. 


^^^^^^"■"^^^^^■,  ye  performed  an  evaluation  of  FSIS 
SCOPE  inspection  operations  at  Cornhusker 

Packing  Company,  Omaha,  Nebraska.  We 

^^™"'™^^^^™^^^^—  reviewed  inspection  records  for  the 

period  January  1,  1991,  through 
June  10,  1993.  With  the  assistance  of  a  technical  expert 
provided  by  the  FSIS  Program  Review  Division,  Lawrence, 
Kansas,  we  performed  an  indepth  review  of  plant  operations 
from  June  8  through  June  11,  1993.  We  also  visited  five 
additional  slaughter  plants  in  Omaha,  Nebraska,  to  determine 
if  conditions  similar  to  those  found  at  Cornhusker  existed  in 
those  plants.  We  interviewed  the  plant  manager  and  his 
attorney,  current  and  previous  inspectors  and  inspectors-in- 
charge  assigned  to  Cornhusker,  circuit,  area,  regional,  and 
national  office  personnel.  In  addition,  we  interviewed  and 
obtained  records  from  officials  of  the  FSIS  Compliance 
Division  and  of  the  Packers  and  Stockyards  Administration. 
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I.    FSIS  ALLOWED  NUMEROUS  PLANT  DEFICIENCIES  TO  OCCUR  WITHOUT 
ADEQUATE  CORRECTIVE  ACTION 


Many  of  the  deficiencies  reported  in  the  newscast  and  found  during 
prior  FSIS  reviews  and  our  onsite  review  were  of  a  long-term 
nature.  They  resulted  from  ineffective  FSIS  supervision  and  from 
uncooperative  plant  managers  who  engaged  in  short-term  corrective 
actions  while  operations  at  the  plant  steadily  deteriorated.  In 
some  instances  when  the  inspection  staff  reported  unsanitary 
conditions  and  adulterated  meat,  the  FSIS  circuit  supervisor,  area 
office,  and  regional  office  did  not  require  the  plant  to  ensure 
that  improper  slaughter  procedures  would  not  recur.  The  area  and 
regional  office  officials  attributed  their  supervisory  difficulties 
to  revisions  in  work  duties  for  the  circuit  supervisor,  inadequate 
communication  throughout  the  inspection  chain  of  command,  and 
special  assignments  which  diverted  the  attention  of  the  area  and 
regional  office  staff.  Nevertheless,  FSIS  managers  did  not 
classify  Cornhusker  as  a  problem  plant  or  select  it  for  special 
reviews.  No  special  reviews  were  conducted  at  Cornhusker,  and  the 
deficient  conditions  were  not  identified  to  higher  levels  of 
management. 

During  our  onsite  review,  we  identified  unsanitary  practices  still 
occurring  at  Cornhusker,  including  conditions  similar  to  those 
depicted  on  the  televised  newscast  (see  exhibits  A  and  B).  Also, 
we  found  the  plant  had  a  long  history  of  deficiencies  that  had  been 
noted  in  Daily  Sanitation  Reports,  Process  Deficiency  Records, 
Plant  Improvement  Plans,  and  correspondence.  Some  of  these 
deficiencies  became  pronounced  in  recent  years,  as  the  following 
summary  shows: 


Condition  (1/92  through  6/1 0/B3I 

Number  of 
Occurrences 

Unsanitary  Practices 

45 

Rodent  Problems 

52 

Contamination  of  Product 

47 

Damaged  Floors,  Walls,  and  Ceiling 

9 

Carcasses  Dragged  on  Floor 

3 

The  number  and  type  of  deficiencies  listed  in  the  exhibits  indicate 
that  plant  facilities  had  been  deteriorating  for  a  long  time  and 
that  both  plant  managers  and  inspectors  were  unable  to  bring 
operations  to  a  satisfactory  level,  even  after  the  newscast  in  Hay 
1993.  One  example  of  Cornhusker's  deterioration  was  the  poor 
maintenance  of  its  outside  premises.  The  poor  housekeeping  that 
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Cornhusker  practiced  on  the  outside  of  Its  facility  produced  a 
ready-made  refuge  for  flies,  rats,  and  other  vermin. 

The  plant  manager  and  his  attorney  told  us  that  they  believed  that 
the  newscast  unfairly  presented  conditions  at  the  plant  and  that 
they  had  fully  responded  to  all  FSIS  demands  for  correcting 
operating  deficiencies.  However,  the  plant  manager  and  his 
attorney  declined  to  discuss  plant  operational  matters  or  evaluate 
FSIS  inspection  staff  performance. 

FSIS  placed  Cornhusker  under  a  Progressive  Enforcement  Action  on 
May  21,  1993.  The  causes  cited  for  the  action  included  improper 
rodent  control;  violations  of  carcass  standards  for  fecal,  ingesta, 
and  milk  contamination;  and  carcass  contamination  resulting  from 
violations  of  basic  cleanliness  and  sanitation  standards.  Effective 
June  18,  1993,  FSIS  elevated  Cornhusker  to  Stage  II  of  the 
Progressive  Enforcement  Action. 


RECOMMENDATION  NO.  1 


Implement   appropriate   microbial   contamination   testing   at 
Cornhusker. 
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II.   FSIS  HANAGEHENT  OVERSIGHT  INADEQUATE  TO  ASCERTAIN  EXTENT  OF 
PLANT'S  PROBLEMS 


The  problems  with  sanitation  and  with  inadequate  corrective  action 
continued  at  Cornhusker  because  of  poor  supervision  over  the  FSIS 
inspection  process.  Under  FSIS'  supervision,  plant  management 
officials  did  not  perform  their  responsibilities  to  maintain 
equipment  and  facilities  in  a  sanitary  manner  and  produce  a 
wholesome,  unadulterated  product.  The  regional  office,  the  area 
office,  the  circuit  supervisor  and  the  inspector-in-charge  all 
failed  to  adequately  supervise  the  in-plant  inspection  staff. 
There  were  no  independent  reviews  of  the  plant  since  1990  and  no 
documentation  to  show  that  the  circuit  supervisor  was  sufficiently 
familiar  with  plant  problems  to  identify  that  the  inspector-in- 
charge  was  not  achieving  adequate  corrective  actions.  Also,  there 
was  ineffective  communication  between  the  levels  of  the  FSIS  chain 
of  command.  FSIS  had  several  indications,  including  two  complaint 
memos  from  FSIS  employees,  that  the  plant  was  not  being  operated 
properly,  but  these  concerns  were  not  regarded  with  the  same 
seriousness  by  FSIS  management  as  they  were  by  the  in-plant  FSIS 
staff. 


The  area  office  was  not  aware  of  the 

history  of  Cornhusker  because  of  a 

FSIS  KANAGENENT  WAS  NOT  AWARE  OF    breakdown  in  communication  between  the 

PLANT'S  HISTORY  circuit   supervisor   and   the   area 

supervisor.  The  area  supervisor  did  not 
■^^^^^^■"■"^"■^■^■■™^^^™  monitor  FSIS  activity  at  the  plant,  and 

the  circuit  supervisor  himself  did  not 
provide  sufficient  supervision  to  the 
inspector-in-charge  to  identify  problems  at  the  plant  and  obtain 
corrective  action  on  them. 

At  one  time  circuit  supervisors  were  required  to  periodically 
conduct  indepth  reviews  of  each  of  their  plants,  but  these  reviews 
were  discontinued  to  allow  the  circuit  supervisor  more  time  for 
actual  supervision.  According  to  the  area  supervisor,  in  October 
1992,  he  became  concerned  that  he  was  not  being  informed  of 
potential  problems  in  a  timely  manner,  and  he  reinstated  the 
indepth  reviews.  All  inspectors-in-charge  within  the  area  were 
instructed  to  perform  an  indepth  review  and  reinspect  one  section 
of  the  plant  each  month.  Circuit  supervisors  were  encouraged  to 
perform  sections  of  the  reviews  and  monitor  the  inspectors-in- 
charge  to  ensure  the  reviews  were  completed. 

We  reviewed  the  area  office  monitoring  logs  which  were  initiated  in 
October  1992.  These  records  showed  that  most  circuit  supervisors 
in  this  area  had  participated  in  one  or  more  reviews  in  most  plants 
in  their  circuit.  However,  the  monitoring  logs  did  not  document 
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any  reviews  by  the  Omaha  circuit  supervisor,  who  had  responsibility 
for  Cornhusker. 

The  inspector- in-charge  at  Cornhusker  had  performed  an  indepth 
review  of  the  plant  in  October  1992  (identifying  10  deficiencies, 
including  crumbling  floors)  and  performed  4  partial  reviews  after 
that  date.  He  documented  these  reviews  on  FSIS  Form  8110-2, 
Establishment  Review  and  Assessment  Worksheet.  In  conjunction  with 
these  reviews,  the  inspector-in-charge  was  completing  plant 
improvement  plans  for  long-term  plant  improvements  and  forms 
8110-2A  for  items  that  could  be  quickly  corrected.  We  found  no 
evidence  the  circuit  supervisor  had  reviewed  these  documents  or 
performed  his  own  reviews  to  determine  the  effectiveness  of  the 
inspector- in-charge 's  performance.  Although  the  log  showed  that 
none  of  the  reviews  were  done,  the  area  office  had  not  taken  steps 
to  require  the  circuit  supervisor  to  do  them. 

The  area  supervisor' noted  that  within  the  past  few  years,  the  area 
office  stopped  receiving  quarterly  reports  from  circuit 
supervisors.  These  reports  described  inspection  trends  in  the 
circuits  and  recent  developments  in  problem  plants.  (According  to 
the  regional  director,  he  was  unaware  of  any  FSIS  requirements  for 
quarterly  reports  or  any  similar  report.)  The  area  supervisor 
believed  that  when  the  quarterly  reports  stopped,  the  area  office 
did  not  become  aware  of  potential  problems  as  promptly  as  it  had 
when  the  reports  were  still  issued.  The  area  supervisor  said  he 
was  not  aware  of  the  adverse  conditions  at  Cornhusker  and  concluded 
that  lack  of  reporting  by  circuit  supervisors  resulted  in  a  failure 
of  communication. 

The  area  supervisor  said  he  visited  Cornhusker  once  when  he  first 
assumed  his  position,  and  had  been  in  the  plant  at  least  twice  on 
specific  complaints,  such  as  employee  grievances,  which  would  not 
have  involved  a  review  of  plant  operations.  He  said  he  performed 
a  special  review  for  rodent  infestation  in  March  1993.  However,  he 
stated  he  did  not  review  the  area  office  files  for  the  plant  when 
he  performed  the  review.  He  also  did  not  review  the  Process 
Deficiency  Records  or  Sanitation  Reports  on  file  in  the  FSIS  office 
in  the  plant.  According  to  the  area  supervisor,  he  was  not  aware 
of  documented  rodent  problems  which  occurred  in  1990  and  1992. 
While  he  was  aware  that  in  January  1993  a  rat  had  actually  been 
seen  on  the  kill  floor,  he  was  not  aware  of  the  history  of  rodent 
problems  at  the  plant.  He  stated  that  1f  he  had  been  fully  aware 
of  these  circumstances,  his  conclusion  1n  March  1993  may  have  been 
different.  He  said  that  although  he  had  planned  to  return  to  the 
plant  about  2  weeks  after  his  visit  in  March,  he  did  not  return 
because  of  other  priorities. 

Program  Review  Division  personnel  told  us  that  they  currently 
direct  their  reviews  to  circuits  and  do  not  analyze  circuit 
deficiencies  to  detect  trends  in  area  offices. 
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RECOMMENDATION  NO.  2 


Require  the  regional  and  area  office  personnel  to  become  fully 
aware  of  problems  and  conditions  in  the  plants  in  their  various 
areas  of  responsibility  and  to  concentrate  management  efforts  on 
taking  proactive  corrective  actions,  rather  than  waiting  to  react 
to  a  problem  plant  where  necessary  corrective  actions  require 
administrative  enforcement. 


RECOMMENDATION  NO.  3 


Require  the  area  office  to  develop  adequate  lines  of  communication 
with  all  circuit  supervisors  in  the  area. 


RECOMMENDATION  NO.  4 


Require  the  Program  Review  Division  to  develop  a  method  of 
analyzing  trends  of  deficiencies  in  area  offices. 


Besides  the  failure  by  FSIS  to  keep  all 

FSIS  PERFORMANCE  WEAKNESSES  WERE    levels  in  the  chain  of  command  informed 

NOT  DETECTED  °f  problem  plants,  FSIS  managers  were 

also  not  fully  aware  of  weaknesses  in 

the  performances  of  their  subordinates 
■■■■^^^^"^■^^^^"■■■■■■■"""^  or  did  not  take  steps  to  strengthen 

them.  Both  the  circuit  supervisor  and 
area  supervisor  stated  they  were  aware  of  problems  with  the 
inspector-in-charge's  performance,  even  though  the  circuit 
supervisor  gave  the  inspector-in-charge  good  job  evaluations.  On 
the  other  hand,  the  area  supervisor  was  not  familiar  enough  with 
the  circuit  supervisor's  performance  to  detect  problems  and  did  not 
report  any  on  his  evaluation  of  that  performance. 

Inspector-in-Charge 

The  inspector-in-charge  at  the  time  of  the  newscast  had  been 
assigned  to  that  position  since  late  1989.  He  worked  onsite  at  the 
plant,  and  his  responsibilities  included  taking  corrective  action 
when  inspection  violations  were  identified.  As  we  have  already 
mentioned,  the  plant  had  a  long  history  of  recurring  sanitation 
deficiencies.  The  inspector-in-charge  said  that  plant  management 
was  to  blame.  After  plant  managers  were  informed  of  problems,  they 
would  make  short-term  corrections,  and  then  the  problem  would 
recur.   He  cited  continued  problems  with  crumbling  floors  as  an 
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example  of  short-term  corrective  action  and  the  absence  of  a 
preventive  maintenance  program. 

One  example  where  the  inspector-in-charge  did  not  force  corrective 
action  involved  the  presence  of  a  rat  on  the  kill  floor.  Although 
the  incident  could  have  allowed  a  shutdown  of  the  plant  until 
meaningful  corrective  action  was  taken,  the  inspector-in-charge 
only  stopped  production  for  7  minutes  while  the  floor  was  hosed 
down. 

In  response  to  our  question  of  why  corrective  action  had  not  been 
taken  at  the  plant  sooner,  we  were  told  that  the  Inspector-in- 
charge  may  have  concentrated  on  cattle  Inspections  and  largely 
Ignored  problems  of  plant  sanitation  and  deterioration  of 
facilities.  The  circuit  supervisor  believed  that  the  inspector-in- 
charge  had  not  been  strong  enough  to  stand  up  to  plant  management. 
The  area  supervisor  concurred  in  this  assessment.  The  circuit 
supervisor  also  said  that  he  had  wanted  to  reassign  the  inspector- 
in-charge  because  of  his  weak  enforcement  but  was  always  overruled 
by  the  area  supervisor.  (We  noted,  however,  that  the  inspector-in- 
charge  was  reassigned  to  another  plant  the  week  after  the 
newscast.) 

On  June  1,  1993,  shortly  after  the  newscast,  the  circuit  supervisor 
performed  an  indepth  review  of  Cornhusker  and  documented 
approximately  100  deficiencies.  When  the  inspector-in-charge 
reviewed  32  items  at  Cornhusker  during  his  partial  reviews  on 
March  10  and  May  6,  1993,  he  identified  only  4  deficiencies.  For 
these  same  32  items,  the  circuit  supervisor's  review  noted  16 
deficiencies. 

Circuit  Supervisor 

The  circuit  supervisor  was  assigned  to  the  circuit  in  the  early 
1970's.  His  duties  included  (1)  establishing  and  maintaining 
inspection  standards  and  managing  and  evaluating  personnel, 
(2)  preparing  for  onsite  plant  visits  by  reviewing  the  performance 
histories  of  inspectors-in-charge  and  in-plant  performance  systems, 
and  (3)  determining  which  inspection  activities  were  to  be 
stressed,  including  sanitation  and  plant  and  equipment 
improvements. 

Unlike  the  inspector-in-charge,  the  circuit  supervisor  was  not 
assigned  to  any  one  location,  but  moved  routinely  among  the  11 
plants  located  in  his  circuit.  He  estimated  he  visited  the 
Cornhusker  plant  at  least  once  every  month.  However,  as  we 
mentioned  in  connection  with  management's  unawareness  of  plant 
history,  there  was  no  evidence  the  circuit  supervisor  reviewed  the 
inspection  reports  completed  by  the  inspector-in-charge. 

The  area  supervisor  said  that  the  Omaha  Circuit  Supervisor  was  a 
senior  supervisor  with  an  excellent  reputation.  He  therefore 
placed  great  confidence  in  him  to  be  fully  aware  of  situations  lin 
his  plants  and  to  provide  needed  information  to  the  area  office. 
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He  stated  that  in  retrospect  that  confidence  was  misplaced.  He 
believed  that  the  circuit  supervisor  should  at  least  have  been 
counselling  the  inspector-in-charge  to  be  more  forceful  in  dealing 
with  plant  management. 

The  regional  director  said  from  his  trip  to  Cornhusker  on  May  24, 
1993,  it  was  obvious  that  "bandaids"  had  been  used  to  fix  problems. 
He  told  plant  management  that  part  of  their  problem  was  that  they 
did  not  take  the  initiative.  For  example,  although  the  plant  could 
have  taken  responsibility  to  clean  all  working  areas  before  the 
start  of  operations,  it  sent  a  "bucket  brigade"  of  plant  employees 
to  follow  the  inspector  around  and  correct  deficiencies  he  pointed 
out.  The  regional  director  said  that  if  several  things  were  found 
dirty,  the  inspector  should  have  tagged  the  entire  area  until  the 
plant  took  corrective  action.  According  to  the  regional  director, 
it  was  the  circuit  supervisor  who  should  have  been  keeping  the  area 
office  informed  of  problems  with  the  plant,  and  he  believed  that 
possibly  the  circuit  supervisor  was  complacent.  (During  our  onsite 
review,  the  regional  office  assigned  the  circuit  supervisor  to  a 
special  detail  away  from  the  circuit.) 

Higher  Levels  of  Management 

Personnel  at  the  area,  regional,  and  headquarters  offices  advised 
there  were  conditions  at  Cornhusker  of  which  they  were  not  aware. 
They  attributed  this  to  the  ineffective  communication  between  the 
circuit  supervisor  and  area  office  and  stated  that  had  the  area 
office  been  informed,  corrective  action  would  have  been  taken 
sooner. 


RECOMMENDATION  NO.  5 


Require  the  area  office  to  ensure  that  circuit  supervisors  monitor 
the  performances  of  inspectors-in-charge  through  plant  review. 


RECOMMENDATION  NO.  6 


Conduct  a  survey  of  regional  office  and  area  office  managers  to 
determine  the  extent  of  techniques  used  to  manage  lower  level  units 
(areas  and  circuits)  to  ensure  a  satisfactory  job  performance. 
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RECOMMENDATION  NO.  7 


Conduct  a  survey  of  inspectors-in-charge  within  the  Topeka  area  and 
determine  the  benefits  of  periodically  rotating  these  inspectors 
among  the  plants  in  the  area. 


^^■,■^^™^■,,■■™■l™■,■"■^^^™,  Several  Inspectors  who  had  worked  at 

CORNHUSKER  WAS  NOT  INCLUDED  IN     Cornhusker  expressed  concern  that  the 

SPECIAL  REVIEWS  plant  was  not  Included  in  several 

special  reviews  Initiated  by  the  FSIS 
^^^^^^■■""■■^^■^^■■^^^  national  office.   We  noted  that  two 

other  Omaha  plants  were  randomly 
selected  by  the  FSIS  headquarters  for  a  special  review  performed 
during  the  summer  of  1992.  Initial  visits  noted  several  critical 
violations,  and  followup  reviews  showed  substantial  improvements. 
Our  review  of  these  plants  and  three  other  Omaha  plants  disclosed 
no  conditions  affecting  product  wholesomeness. 

We  were  particularly  concerned  that  Cornhusker  was  not  included  on 
a  February  10,  1993,  list  of  plants  designated  for  special  review. 
The  plants  on  the  list  all  engaged  in  "cattle  kills,"  like 
Cornhusker,  but  area  office  personnel  did  not  categorize  Cornhusker 
as  a  problem  plant. 

In  order  to  categorize  a  facility  as  a  problem  plant,  the  area 
office  was  to  consider  four  categories:  condition  of  plant 
equipment,  cleanliness  of  practices,  cleanliness  of  plant  dressing 
procedures,  and  attitude  of  plant  management.  The  assistant  area 
supervisor  said  the  only  known  concern  about  Cornhusker  at  the  time 
of  the  special  reviews  was  that  it  had  a  history  of  difficult 
management.  The  assistant  area  supervisor  cited  a  Program  Review 
Division  report  for  Cornhusker  performed  in  June  1990  which 
reported  relatively  minor  problems.  Based  on  that  review,  the 
assistant  area  supervisor  believed  the  only  category  in  which 
Cornhusker  rated  unsatisfactory  was  management's  attitude.  The 
area  supervisor,  on  the  other  hand,  told  us  he  knew  about  plant 
sanitation  problems  at  Cornhusker,  and  only  recently  became  aware 
of  the  history  of  uncooperative  management.  From  our  review  of 
area  office  dockets,  sanitation  reports,  and  process  deficiency 
records,  we  concluded  the  plant  should  have  been  considered  a 
problem  plant  in  February  1993  and  included  in  the  special  review 
performed  in  March  1993. 

About  the  time  plants  were  being  selected  for  review,  FSIS 
headquarters  received  a  memo  addressed  to  the  Deputy  Administrator, 
Inspection  Operations,  apparently  from  FSIS  inspectors.  This  memo 
stated  that  Cornhusker  was  a  filthy  plant  and  asked  for  assistance 
in  obtaining  corrections.  The  complaint  on  sanitation  was 
forwarded  to  the  regional  director  and  then  to  the  area  supervisor 
for  review.  FSIS  headquarters  later  received  another  memo  that  the 
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visit  to  Cornhusker  by  the  area  supervisor  did  not  result  in  a 
satisfactory  resolution  of  the  problems  at  Cornhusker. 

We  believe  that  a  review  by  an  independent  person  or  team  not 
directly  responsible  for  Cornhusker  could  have  resulted  in  earlier 
correction  of  the  problems  at  Cornhusker. 


RECOMMENDATION  NO.  8 


Establish  controls,  including  independent  reviews,  to  assess  the 
validity  and  extent  of  employee  complaints  when  allegations  include 
charges  supervisors  are  not  responding  to  problems. 


^^^""^^^^^^^^^^^^^^^  FSIS  headquarters  officials  did  not 

INADEQUATE  ACTION  ON  ALLEGATION    promptly  refer  a  complaint  of  improper 

OF  MISCONDUCT  conduct  to  OIG  for  investigation.   On 

February  8,  1993,  FSIS  headquarters 

!■■■  —  w^ — ■■ ■!■■  received  an  anonymous  memo  alleging 

improprieties  on  the  part  of  an  FSIS 
employee  at  Cornhusker.  (This  memo  also  included  other  complaints 
about  the  plant's  operation.)  In  early  March,  the  Deputy 
Administrator,  Inspection  Operations,  reviewed  the  memo  and 
forwarded  it  to  the  regional  director,  asking  him  to  address  the 
sanitation  issues  in  the  memo.  According  to  an  Inspection 
Operations  official,  they  did  not  realize  the  gravity  of  the 
situation  until  the  newscast  on  May  17.  After  the  newscast,  they 
contacted  OIG  and  requested  an  investigation,  which  OIG  has 
completed. 


RECOMMENDATION  NO.  9 


Instruct  all  employees  to  promptly  refer  allegations  of  employee 
misconduct  to  the  Office  of  Inspector  General. 
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III.  F5IS  NEEDS  TO  DEVELOP  A  POLICY  CONCERNING  INSPECTIONS  AT 
PLANTS  LIKE  CORNHUSKER 


FSIS  does  not  have  a  policy  regarding  plants  like  Cornhusker  that 
are  apt  to  continuously  be  problem  plants  because  of  their  age  and 
the  type  of  livestock  they  choose  to  handle.  Without  such  a 
policy,  FSIS  cannot  take  an  aggressive,  proactive  stand  against 
facilities  that,  through  decline,  permit  multiple  violations  of 
standards  rather  than  interest  themselves  in  long-term 
improvements.  Although  we  do  not  know  of  any  plants  that  are 
currently  as  bad  as  Cornhusker,  there  are  certainly  many  that  can, 
through  time,  arrive  at  that  state,  and  we  believe  FSIS  should 
develop  a  consistent  approach  towards  Its  inspections  of  them. 

As  mentioned  earlier,  Cornhusker  operates  out  of  an  old  facility 
and  handles  older  animals,  such  as  cull  dairy  cows,  that  are 
slaughtered  generally  to  be  processed  into  ground  beef.  Therefore, 
Cornhusker's  operation  potentially  poses  a  greater  risk  to 
consumers  than  that  of  other  plants  that  use  newer  facilities  and 
slaughter  younger,  healthier  animals.  FSIS  is  obliged  to  control 
this  risk  by  increasing  its  Inspection  efforts  of  the  animals 
brought  to  slaughter  and  of  the  plant  itself,  to  ensure  that 
deteriorating  structures  and  equipment  are  replaced  or  brought  up 
to  standard. 

Cornhusker's  long  history  of  violations  clearly  shows  that  plant 
management  was  interested  only  in  short-term  corrections  to  long- 
term  problems,  pointing  out  that  FSIS  needs  more  effective  methods 
of  seeking  and  enforcing  permanent  solutions.  An  example  of  this 
was  Cornhusker's  decision  not  to  establish  any  quality  control  over 
its  own  product.  Although  most  other  plants  bear  some  expense  of 
ensuring  the  quality  of  their  products,  Cornhusker  relies  on  FSIS. 
Cornhusker  has  not  taken  the  initiative  in  any  potential  area  of 
self-monitoring,  and  FSIS  cannot  require  it  to  do  so;  instead,  FSIS 
has  tolerated  Cornhusker's  abrogation  of  this  responsibility. 
While  such  tolerance  may  be  acceptable  to  a  degree  at  some  plants, 
it  should  not  be  acceptable  at  plants  like  Cornhusker. 

The  Department  is  developing  a  program  of  self-regulation  called 
the  Hazard  Analysis  and  Critical  Control  Point  system,  or  HACCP. 
The  HACCP  system,  which  is  planned  to  be  mandated  for  all  plants, 
will  require  plant  managers  to  identify  critical  points  that  must 
be  controlled  to  prevent  hazards  from  occurring.  We  believe  such 
a  system  could  be  a  valuable  part  of  any  policy  aimed  at  seeking 
solutions  to  problem  plants. 

Program  Review  Division  personnel  told  us  that  old  facilities  and 
difficult  plant  management  were  two  indicators  of  plants  which  are 
likely  to  produce  bad  product.  They  believe  there  could  be  many 
more  old  plants  still  in  operation.  Recent  special  reviews  have 
been  successful  in  identifying  problem  plants.  For  example,  after 
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the  outbreak  of  E.  coli  poisoning  from  contaminated  ground  beef,  90 
plants  underwent  a  special  review;  30  of  these  plants  were  ordered 
to  temporarily  shut  down  operations  and  12  were  placed  under  a 
special  enforcement  program.  We  believe  these  actions  demonstrate 
the  effectiveness  of  a  policy  that  1s  Informed  and  directed,  as 
well  as  one  that  Involves  FSIS  management  thoroughly  in  the 
Identification  of  potential  problems.  As  our  evaluation  of 
Cornhusker  shows,  the  problems  that  developed  through  the  years  at 
that  plant  continued  in  the  absence  of  FSIS  management's  awareness 
and  involvement. 


RECOMMENDATION  NO.  10 


Create  a  profile  of  Cornhusker,  based  on  available  information,  and 
compile  a  list  of  all  plants  nationwide  that  fit  that  profile. 


RECOMMENDATION  NO.  11 


Establish  a  policy  that  prepares  FSIS  to  seek  solutions  to  plants 
that  meet  Cornhusker's  profile.  This  policy  should  address  such 
issues  as  the  need  to  conduct  a  special  review  of  such  plants,  the 
frequency  of  inspections,  the  enforcement  of  corrective  actions 
(including  the  possible  closure  of  the  plants),  and  most 
especially,  the  degree  of  FSIS  management's  involvement  in  the 
process. 
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EXHIBIT  A  -  CHRONOLOGY  OF  EVENTS  RELATED  TO 
SLAUGHTER  PLANT  OPERATIONS 


1 950        -  Plant  approved  for  operations. 

01/09/87  --  Dead  rat  found  on  kill  floor  after  start  of  operations.  Inspectors  assigned  to  review 
premises  after  operations  suspended  at  9:30  a.m.  More  evidence  was  found  on  the  same 
floor,  including  a  live  rat  and  insects  underneath  old  equipment.  Other  evidence  included 
a  dead  mouse  and  contamination  in  the  maintenance  area.  Other  contamination  was  found 
in  upstairs  storage  area,  and  live  rats  were  found  in  the  basement. 

01/10/87  -  Operations  resumed  at  6:53  a.m.  (inspection  records  indicate  that  corrections  were  made). 
The  plant  submitted  a  nine-point  plan  for  pest  control.  The  nine  points  included  steps 
taken  to  block  rodent  access  to  the  plant. 

01/17/87  --  Documents  show  39  dead  rats  were  discovered  within  the  space  of  a  week.  The  pest 
control  contractor  found  rat  burrows  around  the  kill  ramp  outside  the  plant.  The  contractor 
found  that  the  need  for  continual  repair  was  obvious.  Recommendations  included  sealing 
holes,  repairing  walls,  repairing  sewers  and  drain  pipes,  sealing  doors,  and  rat-proofing 
windows. 

05/13/87  -  Letter  to  the  plant  manager  from  the  circuit  supervisor  cited  several  instances  when  plant 
employees  used  loud,  vulgar  language  towards  the  inspectors.  The  letter  insisted  that 
steps  be  taken  to  prevent  recurrences. 

10/01/87  --  The  circuit  supervisor  provided  a  letter  to  the  area  supervisor  citing  improper  use  of  plant 
employee  frocks  and  gloves,  and  inadequate  cleaning  of  the  boning  room  during  lunch 
break. 

04/05/88  -  Letter  to  the  area  office  by  the  new  inspector-in-charge  (IIC)  reported  a  rat  seen  on  the  kill 
floor.  Operations  were  suspended  and  the  carcasses  removed  from  the  kill  floor.  The  old 
rendering  room  was  cleaned.  Materials  were  raised  off  the  floor.  A  pest  control  contractor 
was  contacted  and  bait  stations  installed.    Possible  entry  sites  were  sealed. 

01/10/90  --  FSIS  inspectors  noted  trash  and  old,  dirty  equipment  on  the  west  side  of  the  building  which 
could  contribute  to  rodent  problems. 

06/25/90  --  FSIS  released  a  Summary  Report  for  the  circuit.  Sanitation  of  facilities  and  equipment  in 
the  circuit  were  rated  as  acceptable,  with  variations.  Cornhusker  was  cited  because 
electrical  wiring  contained  residue  from  previous  days'  use  and  broken  product  boxes  were 
on  the  freezer  floor.  The  open  product  was  condemned,  and  the  circuit  supervisor  told  the 
IIC  to  check  the  freezer  at  least  once  a  day  and  check  drop  cords  during  pre-op  sanitation. 

03/13/91  -  An  inspector  observed  rat  feces  and  shredded  rope  in  the  cellar,  possibly  gnawed  by  rats 
using  it  for  nesting. 


03/25/91  -- 


04/02/91 


FSIS  inspectors  noted  bull  carcasses  dragging  on  the  floor, 
carcasses  would  be  hung  higher  on  the  hooks. 


Plant  management   said 


Inspectors  noted  that  a  plant  employee  dropped  a  front  shank,  dragged  it  on  the  floor,  then 
threw  it  on  the  table.  The  shank  was  ret  rimmed  and  the  plant  agreed  to  educate  the 
employee. 
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04/08/91 


04/16/91 


04/17/91 


Inspectors  noted  meat  products  had  bone  fragments  and  feces, 
reworked  and  the  plant  agreed  to  screen  more  carefully. 


The  products  were 


Inspectors  noted  that  a  plant  employee  saved  a  contaminated  forequarter. 
responded  only  that  the  problem  was  corrected. 


The  plant 


The  IIC  completed  a  form  FSIS  8110-2  for  product  preparation  violations.  The  IIC  found 
that  heads  were  boned  before  the  viscera  was  inspected.  The  head  chain  speed  was 
reduced  to  that  of  the  viscera  chain. 


04/30/91  --  An  inspector  observed  a  mouse  enter  the  main  hallway  from  the  cooler  hallway.  All  other 
cooler  doors  were  closed,  and  there  was  no  evidence  of  product  contamination. 

05/15/91  -  The  IIC  prepared  a  plant  improvement  plan  because  the  kill  floor  traffic  area  was  broken 
and  crumbly.  The  corrective  action  plan  specified  the  floor  had  to  be  patched  or 
completely  replaced.   The  plant  inserted  temporary  patches. 

08/08/91  -         Form  81 10-2 A  indicated  a  cooler  floor  was  broken  up  in  two  places. 

01/21/92  -  Inspectors  at  a  facility  receiving  product  from  Cornhusker  reported  that  chucks  and  brisket 
areas  had  intestinal  spillage  and  that  20  percent  of  the  load  was  contaminated  in  this 
manner. 

02/05/92  -  The  IIC  completed  an  entire  81 10-2  form  for  general  violations.  A  cooler  floor  was  noted 
for  crumbling.  Also,  unused  pipes  were  in  that  cooler.  Retained  carcasses  were  in 
immediate  contact  with  each  other. 

05/06/92  -  Inspectors  noted  that  the  east  wall  of  the  loading  dock  had  holes  in  it  and  boning  room  rail 
brackets  had  rust  and  peeling  paint. 

05/21/92  --  The  IIC  completed  form  81 10-2A  for  pest  and  rodent  control  problems.  The  form  81 10-2A 
noted  trash  accumulation  in  the  dry  storage  area,  improper  storage  of  packaging  materials, 
and  improper  disposition  of  discarded  equipment  in  the  returned  product  area. 

06/15/92  -  The  IIC  completed  form  8110-2  for  facility  and  equipment  violations.  The  review  noted 
the  boning  room  blueprints  were  not  current.  The  cooler  walls  were  dirty,  and  the  dry 
storage  area  had  trash  in  it.   Corrective  actions  were  not  specified  or  described. 

07/1 3/92  --  A  plant  improvement  plan  noted  that  the  offal  cooler  ceiling  trim  around  beams  was  loose 
and  in  disrepair.    The  plan  indicated  immediate  repair. 

07/28/92  --  The  IIC  completed  form  81 10-2  for  product  preparation  violations.  The  review  noted  arm 
chucks  of  big  bulls  were  dragged  on  the  floor  of  the  boning  room.  The  product  was  tagged 
and  trimmed  before  release.    A  new  breaking  procedure  was  developed. 

08/05/92  --         The  area  office  performed  special  reviews  in  two  Omaha  plants  but  not  Cornhusker. 

08/17/92  --        Inspectors  noted  high  weeds  throughout  the  plant  perimeter. 

10/29/92  --  The  IIC  completed  an  entire  form  81 10-2.  Form  81 10-2A  noted  that  inedible  room  doors 
were  locked  during  operations,  exits  were  not  marked  properly,  trash  had  accumulated 
throughout  the  plant,  the  floor  was  crumbling  in  a  cooler,  and  boards  were  broken  in  the 
antemortem  area.  The  deficiencies  were  included  in  a  plant  improvement  plan.  The  plant 
improvement  plan  was  resolved  in  December  1992. 
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12/29/92  -  The  IIC  completed  a  form  81 10-2  for  product  preparation  violations.  Antemortem  pin  cards 
were  not  accompanying  animals  to  slaughter.  The  IIC  also  noted  sloppy  carcass  dressing 
procedures  relating  to  dirt,  hide,  rumen,  and  ingesta  contamination. 

01/14/93  -  Inspectors  observed  a  rat  on  the  kill  floor  during  operation.  The  slaughter  line  was  halted 
for  7  minutes  while  the  floor  was  hosed  down  with  180  degree  water.  The  pest  control 
contractor  was  notified. 

02/08/93  --  A  memo  from  the  "Omaha  Thirteen"  was  received  by  FSIS.  The  memo  asserted  that 
Cornhusker  was  a  roach  and  rat-infested  plant.  The  memo  said  the  plant  was  filthy  and 
that  inspectors  had  no  backing.  The  memo  said  some  inspectors  wanted  to  contact  the 
news  media.    Also,  the  memo  alleged  misconduct  by  an  FSIS  employee. 

03/04/93  -  The  area  supervisor  completed  a  review  of  the  Cornhusker  pest  control  program.  A 
licensed  pest  control  firm  was  to  monitor  the  program  and  provide  services  on  a  biweekly 
basis.  The  inspectors  had  not  been  monitoring  application  of  insecticides  and  rodenticides. 
The  service  technician  had  not  been  indicating  any  rodent  activity  on  service  reports.  The 
area  supervisor  and  circuit  supervisor  established  a  new  monitoring  schedule.  The  area 
supervisor  noted  several  problem  areas: 


3. 

4. 
5. 
6. 
7. 


A  cockroach  was  found  in  the  Government  office. 

Rat   droppings   were   found    in   several    nonproduction    areas, 

including  the  boiler  room,  maintenance  shop,  compressor  area, 

salt  storage  area,  and  hide  processing  area. 

The  plant's  housekeeping  and  sanitation  was  inadequate. 

Outside  doors  and  windows  did  not  close  properly. 

Unused  equipment  was  stored  in  several  areas  of  the  plant. 

Nonproduction  area  walls  had  several  holes  in  them. 

Drain  covers  were  missing  or  inadequate. 


The  area  supervisor  stated  that  he  would  return  to  review  the  plant  in  2  weeks.    (He 
later  advised  OIG  that  he  was  unable  to  do  so  because  of  other  priorities.) 

03/10/93  -  The  IIC  completed  form  8110-2  showing  facility  and  equipment  violations.  Plant 
management  refused  to  sign  forms  8110-2,  8110-2A  or  the  plant  improvement 
program.  The  plant  improvement  program  required  repairing  a  cooler  floor  and  the 
deficient  lighting  at  various  points  on  the  kill  floor.  Form  81 10-2A  also  noted  that  the 
various  plant  lockers  were  rusty  and  had  accumulated  trash. 

03/23/93  -  A  Daily  Sanitation  Report  noted  open-end  pipes  under  tanks  in  the  tank  room  needed 
to  be  covered  to  prevent  rodent  nesting.  The  plant's  response  was  that  they  would 
investigate. 

03/25/93  -  FSIS  inspectors  at  a  facility  receiving  product  from  Cornhusker  reported  that  a  load  of 
product  was  not  in  zero  tolerance.  Similar  complaints  on  meat  shipped  by  Cornhusker 
were  made  on  April  8  and  May  5. 

04/06/93  -  The  Deputy  Administrator,  Inspection  Operations,  received  a  follow-up  memo  from  the 
"Omaha  Thirteen."  The  memo  said  the  March  3,  1 993,  visit  by  the  area  supervisor  did 
not  identify  all  rodent  problems.  The  memo  asserted  that  inspectors  were  threatened 
for  "squealing." 

04/16/93  -  Inspectors  noted  rat  droppings  on  the  third-floor  hallway.  The  report  said  the  plant 
manager  stepped  on  the  droppings  and  said  he  did  not  see  anything. 
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05/06/93  -  The  IIC  completed  form  81 10-2  for  review  of  pest  control,  storage  and  shipping.  The 
IIC  found  the  plant  in  compliance  in  both  areas. 

05/11/93  -  Five  days  later,  inspectors  noted  rat  droppings  on  the  kill  floor,  the  stairway  to  the 
basement,  and  the  old  rendering  room  on  the  third  floor.  Inspectors  reported  that  none 
were  seen  by  plant  management. 

05/12/93  --  FSIS  inspectors  at  a  facility  receiving  product  from  Cornhusker  reported  that  a  load  of 
product  had  ingesta  on  most  all  forequarters  and  fecal  contamination  on  most  all 
hindquarters.  The  inspectors  noted  one  forequarter  had  a  handful  of  ingesta  inside  the 
neck  area. 

05/1 2/93  -  Inspectors  reported  rat  droppings  in  the  old  rendering  room  and  in  the  basement.  Plant 
management  agreed  to  investigate.  Inspectors  continued  to  note  rat  droppings  over 
the  next  week. 

05/1 7/93  --         Newscast  reports  unsanitary  conditions  at  the  plant. 

05/18/93  --         Inspectors  reported  that  company  people  killed  two  rats  in  the  old  rendering  room. 

05/1  9/93  --  The  area  supervisor  visited  the  plant  and  found  evidence  of  rodents  adjacent  to  the 
slaughter  area.    Plant  operations  were  shut  down  until  the  afternoon  of  May  25. 

05/21/93  --  The  IIC  notified  Cornhusker  management  that  the  plant  would  be  placed  in  Stage  I  of 
the  Progressive  Enforcement  Program. 

06/01/93  --  Circuit  supervisor  performed  an  indepth  review  and  identified  approximately  100 
deficiencies. 

06/05/93  --         Plant  management  fumigated  the  plant  for  rodents. 

06/07/93  --  After  more  evidence  of  rodents  was  found,  plant  management  shut  the  plant  down  and 
fumigated  the  plant  again. 

06/08/93  --  OIG  and  personnel  from  the  Program  Review  Division  conducted  a  joint  review  and 
identified  several  serious  deficiencies. 

06/10/93  ■-  Personnel  from  the  area  office,  regional  office  and  FSIS  headquarters  reviewed  the 
plant,  and  the  start  of  slaughter  operations  was  delayed  until  the  afternoon. 

06/18/93  --  FSIS  elevated  Cornhusker  to  Stage  II,  Establishments  Requiring  Additional  Inspection 
Effort  (ERAIE),  of  the  Progressive  Enforcement  Program. 
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EXHIBIT  B-  CONDITIONS  NOTED  DURING  ON  SITE 
REVIEW 


Product  Sanitation 


On  the  kill  floor,  meat  products  were  observed  to  be  contaminated  with  feces  and  other 
unidentified  particles,  and  while  contaminated,  came  in  contact  with  other  edible  organs. 


Oversized  carcasses  with  exposed  head  and  tongue  surfaces  were  dragged  through  the 
blood  pit  and  on  the  kill  floor.   No  controls  for  identifying  such  carcasses  were  observed. 


Flaps  hanging  over  door  through  which  product  entered  were  smeared  with  grease  and 
blood. 


Water  exhaust  hose  contacted  kill  floor  then  contacted  carcasses  when  lift  raised 


In  the  offal  area,  product  ready  for  packing  was  observed  with  unidentifiable  particles. 


Water  from  the  head  rail  wash  station  splashed  contamination  from  kill  floor  onto 
forequarters  of  hanging  carcasses. 


In  holding  coolers,  beef  sides  were  observed  with  unidentifiable  particles  of  contamination. 


During  a  pre-op  sanitation  inspection  we  observed  several  meat  storage  containers  in  use 
which  were  contaminated  with  residue  from  previous  days'  activities.  Also,  residue  from 
previous  days'  activities  was  observed  on  knives,  hooks  and  other  plant  equipment  ready 
for  use  throughout  the  plant. 


We  observed  dirty  ox  tails. 


Outside  Premises 


The  grounds  were  overgrown  with  high  grass  and  weeds,  which  showed  the  plant  did  not 
have  an  effective  grounds  maintenance  program. 


Junk  was  piled  next  to  the  main  road  and  timbers,  rocks,  and  straw  were  piled  around  the 
plant.   This  debris  could  harbor  rodents. 


Uncovered  waste  in  a  garbage  can  was  attracting  flies. 


Wood  debris  was  scattered  in  the  loading  area. 


Three  doors  had  space  for  vermin  to  enter. 


Deep  holes  with  standing  water  were  noted  in  several  areas  around  the  plant. 


Several  lots  of  unused  equipment  were  stored  behind  the  plant  and  adjacent  to  the  pens. 


Plant  and  Equipment 


At  least  five  windows  opening  onto  the  kill  floor  had  large  gaps,  allowing  flies  to  enter. 


Machine  shop  screen  was  cage  mesh,  allowing  pests  to  enter. 


Opening  around  door  going  from  the  kill  floor  into  machine  room  allowed  pests  to  enter. 
Boning  room  table  made  of  a  plastic  material  had  numerous  deep  cuts  and  plastic  shavings. 


Drain  covers  were  loose  or  broken,  which  could  cause  rodent  or  safety  problems. 
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The  plant  had  numerous  dead-end  water  pipes,  which  could  serve  as  reservoirs  for  bacteria. 

A  knife  sanitizer  was  not  provided  in  the  pre-boning  trim  area,  and  sanitizer  were  being  used 
at  temperatures  inadequate  to  ensure  sterilization  in  several  areas. 

The  coolers  had  dripping  condensation  and  numerous  cracks  in  the  floor. 

Kill  floor  inedible  barrels  were  in  disrepair. 

10  The  freezer  area  that  held  product  set  aside  by  FSIS  for  further  testing  consisted  of  four 
chain-link  "walls*  held  together  at  the  corners  by  baling  wire.    Although  the  front  cover  had 
a  lock,  the  back  corner  was  open,  allowing  ready  access. 

11  There  were  rusty  electrical  fixtures  and  florescent  lights  with  broken  covers  above  product. 

12  The  light  above  the  work  line  was  25  foot-candles  instead  of  the  required  30. 

13  There  were  numerous  cracks  in  floor  and  wall,  and  gaps  in  supports  and  corners. 

14  The  hallway  outside  inspection  office  had  1  foot-candle  of  light. 

1 5  Heavily  beaded  condensation  was  observed  on  overhead  refrigeration  units  in  several  areas. 

Plant  Management/Supervision  of  Plant  Employees 

The  plant  manager  confronted  the  IIC  in  a  loud  and  threatening  manner  concerning  an 
inspection  decision. 

In  the  slaughter  area,  an  employee  wearing  street  clothes  was  trimming  beef  carcasses. 
Rusty  hooks,  ready  for  use  were  stored  at  this  same  location.    Some  hooks  were  in  direct 
contact  with  employee's  contaminated  work  boots.   A  knife,  ready  for  use  with  exposed 
product,  was  stored  on  the  floor  of  an  employee's  work  station. 

3  I  Employees  left  meat  in  "wash  only"  sink  during  lunch  break. 

4  Employees  threw  trimmings  on  the  floor  throughout  the  plant. 

5  Over  the  lunch  period,  employees  left  aprons\gloves  on  the  processing  line  and  over 
product.    Knives  were  left  in  contact  with  the  platform  where  employees  stand. 

6  In  the  freezer,  employees  left  several  partially  filled  unlabeled  boxes  with  unidentifiable 
product.    Some  unmarked  plastic-wrapped  packages  of  unidentifiable  product  were  stored 
on  top  of  boxed  product. 

In  the  offal  area,  several  beef  hearts  with  illegible  marks  of  inspection  were  observed. 

In  the  dry  storage  room,  plastic  bags  and  rolls  of  exposed  packaging  material  that  would 
come  in  contact  with  product  were  stored  on  and  in  contact  with  obviously  dirty  surfaces. 

In  the  freezer,  a  roll  of  packaging  material  that  would  come  in  contact  with  product  was 
stored  on  a  dirty  wooden  pallet. 

10  In  the  edible  offal  packaging  room,  meat  and  fat  residues  from  the  previous  days'  activities 
were  observed  inside  several  meat  trays. 

1 1  Unopened  cardboard  boxes  and  bins  were  stored  directly  on  the  dirty  floor  of  a  trailer. 

12  An  employee  had  a  soft  drink  in  the  processing  area.    (Food  is  forbidden  in  this  area.) 
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EXHIBIT  C  -  FSIS  RESPONSE  TO  DRAFT EVALUA  TION 


I 


United  Slates  Food  Safety  Washington,  D.C. 

Department  ot  and  Inspection  20250 

Agriculture  Service 


AUG  2    B8J 


TO:        James  R.  Ebbitt 

Assistant  Inspector  General 

for  Audit 
Office  of  Inspector  General 


FROM:      H.  Russell  Cross 
Administrator 


M4L-.4- 


SUBJECT:   Response  to  the  Office  of  Inspector  General's 

Evaluation  of  Inspection  Operations,  Cornhusker 
Packing  Company,  Omaha,  Nebraska 


Thank  you  for  providing  the  Food  Safety  and  Inspection  Service 
(FSIS)  the  opportunity  to  review  your  draft  evaluation  report. 
We  appreciate  the  report's  candid  insights  concerning 
Cornhusker' s  failure  to  meet  Federal  meat  inspection 
requirements  and  your  observations  about  the  need  for  FSIS  to 
improve  communication  throughout  its  chain  of  command. 

FSIS  is  committed  to  an  aggressive  two-track  approach  to 
inspection  reform.   The  two-track  approach  allows  FSIS  to 
operate  the  current  inspection  system  at  its  maximum  level 
within  Track  I,  while  planning  an  inspection  program  of  the 
future  (Track  II) .  We  will  incorporate  the  immediate  and  long- 
term  recommendations  of  your  report  into  this  reform  activity. 
We  intend  to  address  your  findings  and  recommendations  through 
the  Pathogen  Reduction  Program,  our  restructuring  activities, 
and  improved  program  review,  supervision  and  enforcement. 

The  Pathogen  Reduction  Program  is  a  working  model  of  the  two- 
track  approach,  since  it  is  a  focused  program  aimed  at  finding 
immediate  solutions  to  current  problems  and  developing  entirely 
new  regulatory  approaches  for  the  future.   The  control -of 
pathogenic  microorganisms  is  and  always  has  been  an  implicit 
goal  of  the  meat  and  poultry  inspection  program.   However,  in 
recent  months,  FSIS  has  undertaken  steps  to  strengthen  public 
health  protection  by  squarely  facing  the  risks  posed  by 
microbiological  pathogens  in  the  food  supply. 

Although  we  believe  problems  identified  by  your  report  are  more 
directly  addressed  by  improved  supervision  and  management,  we 
accept  your  recommendation  to  enhance  microbiological 
monitoring  to  improve  food  safety  surveillance.   We  have 
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several  activities  in  the  Pathogen  Reduction  Program  which  will 
be  piloted  shortly  that  will  give  us  more  experience  with 
introducing  microbiological  testing  as  an  inspection  tool. 
Projects  that  are  moving  toward  planned  implementation  this 
year  are:   the  cow/bull  microbiological  baseline  survey,  the 
disabled  cow  pathogen  survey,  and  the  ground  beef  pathogen 
survey.   We  are  also  developing  pilot  projects  for 
microbiological  verification  of  critical  control  points  as  part 
of  the  Hazard  Analysis  Critical  Control  Point  initiative. 
Also,  the  Pathogen  Reduction  Program  has  added  a  new  dimension 
to  its  efforts  relating  to  pre-operational  sanitation — a 
microbiological  monitoring  component.   A  team  is  being  formed 
and  efforts  will  be  underway  this  calendar  year  to  gather 
information  and  trial  some  of  the  available  commercial  kits 
which  might  be  used  to  supplement  current  organoleptic 
inspection  techniques. 

in  addition,  PSIS  has  determined  that  organizational  changes 
are  needed  to  improve  headquarters-field  communication  and 
equip  the  Agency  for  the  future.  We  are  currently  undertaking  a 
two-phase  restructuring  of  the  headquarters  office.   Earlier 
this  month,  I  reassigned  the  senior  FSIS  managers  to  provide 
new  perspectives  for  changes  that  are  needed  now  and  fresh 
ideas  to  plan  for  the  future  (Phase  I).   We  are  also  actively 
planning  for  reassignment  of  programs  and  employees  throughout 
FSIS  (Phase  II) .   Among  the  important  objectives  for  this 
restructuring  are:  improved  communication  between  field  and 
headquarters  personnel;  clear,  uniform  policies  and 
decisionmaking  processes;  and  stronger  application  of  program 
standards. 

Although  we  will  not  complete  plans  for  this  restructuring 
until  this  fall,  we  see  an  urgent  need  to  revitalize  internal 
review  activities  and  have  proceeded  with  thi6  change  in 
advance  of  the  reorganization.   On  July  11,  FSIS  announced  that 
a  new  senior  executive  position  has  been  established  for  Review 
and  Assessment.   The  reassignment  of  the  Program  Review 
Division  to  the  new  Review  and  Assessment  office  provides 
direct  reporting  to  the  Administrator  of  plant  review  results 
and  followup  investigations  of  the  causes  of  breakdowns  in 
inspection  effectiveness. 

Inspection  Operations  and  the  Review  and  Assessment  office  are 
currently  working  together  to  identify  plants  for  priority 
attention  and  develop  protocols  for  systematic  reviews.   FSIS 
intends  for  these  reviews  to  be  conducted  jointly  by  a  program 
reviewer  and  an  inspection  official  who  have  authority  to 
direct  corrective  action.   Currently,  FSIS  plans  to  begin  a  90- 
day  trial  of  the  new  review  and  assessment  program  in  mid-to- 
late  August. 
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A  special  internal  assessment  team  will  also  be  established  to 
conduct  followup  investigations  and  audits,  when  problem 
situations  are  identified  through  reviews,  inspector  referrals, 
and  other  reports.   The  establishment  of  the  new  Review  and 
Assessment  office  will  enable  FSIS  to  independently  verify  and 
respond  to  complaints  and  allegations  and  assure  appropriate 
referrals  to  the  Office  of  Inspector  General.   FSIS  will 
develop  a  profile  of  techniques  and  conditions  prevalent  in 
"excellent"  plants  and  circuits  to  determine  how  improvements 
can  be  adopted  nationwide.   We  will  also  develop  a  model  of 
plants  where  deficiencies  jeopardize  FSIS  public  health 
objectives.   Situations  described  in  your  report  can  serve  as  a 
component  of  this  profile.   These  models  can  then  be  used  by 
inspectors,  supervisors  and  reviewers  to  address  serious 
problems  before  they  get  out  of  hand. 

Inspection  Operations  intends  to  reemphasize  the  Progressive 
Enforcement  Program,  work  with  the  inspectors'  union  to 
consider  inspector  rotation  policies  as  they  relate  to  program 
integrity  concerns,  and  revitalize  its  systems  of  reviews  by 
line  supervisors  and  staff  officers  from  the  Area  and  Regional 
Offices.   While  we  believe  that  requiring  the  Inspector -ir.- 
Charge  to  conduct  in-depth  reviews  has  value  in  strengthening 
accountability,  it  is  clear  that  stronger  oversight  from  the 
region  and  area  levels  is  needed  to  be  sure  corrective  actions 
are  being  taken  in  problem  situations.   Similarly,  these 
reviews  can  be  used  as  training  opportunities,  to  reemphasize 
the  proper  use  of  Progressive  Enforcement  Actions,  and  to 
strengthen  communication  and  reporting. 

With  regard  to  the  specific  concerns  at  the  Cornhusker  plant, 
the  Deputy  Administrator,  Inspection  Operations,  traveled  to 
the  plant  for  a  first-hand  review  during  the  last  week  of  July. 
He  has  reported  to  me  that  progress  under  the  Progressive 
Enforcement  Program  is  satisfactory,  but  continued  emphasis  is 
needed  to  ensure  ongoing  compliance. 

In  summary,  FSIS  intends  to  move  quickly  and  decisively  to 
ensure  that  our  management  practices  do  not  permit  repetitions 
of  the  inadequate  response  to  plant  compliance  problems- - 
documented  in  your  report.   All  of  OIG's  recommendations  can  be 
incorporated  into  improvements  that  we  have  set  in  motion  for 
pathogen  reduction,  program  review,  and  stronger  supervision 
and  oversight  of  the  plant  inspection  processes. 
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Informational  copies  of  this  report  have  been  distributed  to: 

Administrator 

Attn:  Agency  Liaison  Officer  (6) 

General  Accounting  Office  (1) 
Office  of  Finance  and  Management 

Director  (1) 

Audit  Liaison  Office  (1) 
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Food  Safety: 

A  Patchwork 
System 


Despite  a  sheaf  of  laws  and 
regulations,  the  government 
still  lacks  any  comprehensive 
food  safety  policy. 


ASSUME  THAT  THE  250  million  people  in 
the  United  States  eat  three  meals  a  day. 
That  means  the  nation's  food  safety 
policies  directly  affect  Americans  nearly  274  billion 
times  a  year — not  including  snacks. 

These  policies  have  generally  served  us  well. 
Food  is  relatively  cheap,  plentiful,  and  wholesome. 
In  fact,  the  United  States  has  generally  been 
thought  to  have  the  safest  food  supply  in  the  world. 

WILLIAM  M.  LA  YD  EN  is  a  senior  evaluator  in  the 
Food  and  Agricultural  Issue  A  rea  of  GA  0  's  Resources, 
Community,  and  Economic  Development  Division. 


But  perhaps  it  is  not  safe  enough.  Even,  year, 
enough  contaminated  food  falls  through  the  safety- 
net  to  kill  at  least  9,100  Americans  and  make  at 
least  6.5  million  others  sick,  according  to  research- 
ers from  the  Centers  for  Disease  Control  (CDC).1 
And  that's  only  acute  illness;  the  extent  of  long- 
term  disease  related  to  food  is  unknown.  In 
addition,  the  social  costs  of  food-borne  illness,  such 
as  medical  expenses  and  lost  productivity,  arc 
sizable,  estimated  to  reach  between  $4  billion  and 
$8  billion  annually.' 

The  problem  is  not  simply  that  individual 
food  safety  laws  are  not  achieving  what  they  were 
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designed  t<>  achieve.  Rather,  it  is  that  most  of  these 
policies  were  created  one  b\  one  to  address  specific 
problems,  not  in  concert  to  achieve  consistent, 
broad-based  goals.  Viewed  in  its  entirety,  the 
existing  regulators  structure  is  inefficient,  cumber- 
some, and  costly. 

More  important,  it  has  not  kept  up  with  today's 
needs  and  concerns.  Changes  in  scientific  and 
medical  knowledge,  trade  and  technology,  and 
consumer  demographics  and  beha\  ior  have 
expanded  the  definition  of  "safe  food"  in  ways  that 
were  ne\er  envisioned  when  the  policies  were 


The  nation  s  food  safety  laws  vere  treated  one  by  one 
to  address  specific  problems,  not  in  concert  to  achieie 
consistent,  broad-based  goals. 


created.  In  turn,  the  public  has  begun  to  raise 
legitimate  questions  about  the  government's  abiliry 
to  ensure  the  safest  possible  food  supply. 

Many  Americans  have  begun  to  realize  that 
their  outdated  food  safety  system  is  not  giving 
them  their  money's  worth,  and  the  last  two  decades 
have  seen  many  calls  for  reform.  But  the  govern- 
ment must  do  more  than  simply  improve  existing 
programs.  Rather,  policymakers  need  to  rethink  the 
nation's  overall  approach  to  food  safer,  regulation. 
Only  when  they  define  what  role  the  government 
should  play  in  food  safety  will  they  be  able  to 
determine  what  steps  to  take  next. 


A  century's  worth  of  rules 


Although  growers,  manufacturers,  and  retailers 
retain  primary  responsibility-  for  the  safer,  of  their 
products,  the  federal  government,  in  cooperation 
with  state  and  local  governments,  keeps  watch  over 
the  industry.  Altogether,  12  federal  agencies  spend 
about  $t  billion  a  year  to  ensure  the  safer.'  and 
quality  of  the  food  we  eat.'  Two  organizations 
account  for  most  of  that  spending:  One  is  the  Food 
and  Drug  Administration  (FDA),  which  falls  under 


the  Department  of  Health  and  Human  Sen  ices. 
The  other  is  the  l.S.  Department  of  Agriculture 
tt'SDA),  which  includes  five  agencies  that  address 
food  safety  issues. 

The  federal  government  involves  itself  in 
virtually  all  stages  of  food  production  and  market- 
ing, from  raw  agricultural  commodirv  en  finished 
product.  It  sets  standards  for  specific  foods: 
approves  certain  food  preparation  equipment  and 
processes;  inspects  facilities  and  products;  sets  legal 
limits  for  chemicals  in  food  and  tests  food  for 
compliance;  regulates  labeling  and  packaging; 
monitors  state  and  local  inspection  programs; 
conducts  research  and  consumer  education  efforts: 
takes  action  against  illegal  products;  and  monitors 
food-borne  illnesses  and  other  problems. 

Obviously,  this  is  a  mammoth  effort  Some 
6.100  meat  and  poultrv  plants  and  more  than 
50.000  food  establishments  are  subject  t>-  Inspec- 
tion by  L'SDAor  FDA.  About  537.000 commercial 
restaurants.  172.0(H)  institutional  food  program v 
190.000  retail  food  stores,  and  I  milium  food 
vending  locations  submit  to  state  and  local  inspec- 
tion with  FDA  oversight.  And  the  government 
keeps  tabs  on  more  than  70.000  separatcK  libeled 
food  products,  23,000  pesticides.  12.0011  animal 
drugs,  and  thousands  of  additives — as  well  .is 
%Z1  billion  worth  of  food  and  agriculture  imports' 

Its  magnitude  notwithstanding,  this  regulator, 
system  did  not  develop  under  an\  rational  plan 
Programs  emerged  piecemeal.  rvpnalK  in  response 
to  particular  health  threats  or  economic  irises    I  he 
earliest  federal  food  safety  laws,  passed  in  the  late 
1800s.  addressed  such  obvious  problems  js  tilth 
and  fraud — for  example,  preventing  manufacturers 
from  adding  impure  or  imitation  ingredients  to 
such  products  as  tea  and  butter.  Regulations  were 
also  designed  to  promote  trade;  for  instance,  meat 
and  poultry  inspection  was  introduced  tocemfx  the 
wholesomenessof  meat  exports.  The  firsr  compre- 
hensive federal  food  safety  laws,  the  Fond  and 
Drugs  Act  of  1906  and  the  Meat  Inspection  Vi  of 
1907,  were  intended  to  exclude  misbranded  or 
adulterated  products  from  interstate  commerce 

Over  the  course  of  this  centurv.  food  produc- 
tion grew  from  a  relatively  simple,  localized,  farm- 
based  industry  into  a  multibithon-dollar  enterprise. 
As  food  production  and  processing  moved  from  the 
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home  to  the  factory,  the  responsibility  for  ensuring 
food  safety  shifted  away  from  consumers  to  pro- 
cessors, retailers,  and — in  particular — government 
regulators,  whose  role  increased  substantially 

At  the  same  time,  scientists  learned  that  food 
could  be  contaminated  not  only  w  ith  \  isible  filth  or 
impure  fillers,  but  also  harmful  microorganisms 
i such  as  bacteria,  \  iruses.  and  fungi):  parasites 
(such  as  tapeworms);  intentionally  or  unintention- 
ally added  chemicals  (such  as  pesticides,  animal 
drugs,  flavor  and  color  additives,  industrial  chemi- 
cals, or  environmental  contaminants);  and  natural 
poisons  (such  as  the  toxins  in  some  fish).  As 
understanding  of  food-borne  hazards  grew,  so  did 
concerns  o\er  food  safer.'.  Addressing  one  new 
worn,  after  another,  legislators  amended  old  laws 
and  enacted  new  ones.  Today,  a  century's  worth  of 
such  rules  constitutes  the  complicated  network  that 
is  our  food  safetv  svstem. 


As  food  production  moved  from  the  home  to  the 
factory,  the  responsibility  for  ensuring  food  safety 
shifted  away  from  consumers  to  processors,  retailers, 
and  the  government. 


Inconsistency  and 


inefficiency 


1  he  food  safety  laws  have  unquestionably 
improved  the  safety  and  purity  of  the  nation's  food 
supply.  But  overall,  the  system  suffers  from  its 
longstanding  lack  of  coordination.  The  dozen 
federal  agencies  involved  in  food  safetv  operate 
under  different  mandates  and  definitions.  Too 
often,  they  duplicate  efforts  in  some  areas  while 
ignoring  others  entirely.  More  important,  their 
standards  of  risk  are  inconsistent  with  one  another. 
The  most  obvious  problems  lie  in  the  division 
of  responsibilities  between  USDA  and  FDA.  For 
the  most  part,  USDA  oversees  products  containing 


meat  and  poultry,  while  FDA  regulates  ill  other 
food  products.  The  arrangement  is  not  quite  as 
simple  as  it  sounds.  For  example,  the  two  organiza- 
tions share  jurisdiction  for  egg  products   I  I  >  \  also 
is  responsible  for  products  containing  less  than 
3  percent  raw  meat  or  poultrv  as  well  is  those 
containing  less  than  1  percent  cooked  meat  or 
poultry.  And  both  organizations  monitor  domestic 
and  imported  food  for  potentially  harmful  chemi- 
cals, such  as  pesticides,  animal  drugs,  and  en\  iron- 
mental  contaminants. 

Yet  these  two  organizations  operate  under 
substantiallv  different  statutory  mandates.  For 
instance,  I  "SDA  carries  out  a  massive  "continuous 
inspection"  program  at  slaughterhouses,  which  b\ 
law  may  operate  only  when  one  of  the  depart- 
ment's 7,350  field  inspectors  is  on  durv  \  SDA  also 
inspects  all  meat  and  poultrv  processing  plants 
daily.  In  contrast.  FDA  inspects  facilities  under  its 
jurisdiction,  on  average,  once  every  three  to  five 
years.  Due  in  part  to  budget  constraints.  FDA  and 
state  inspections  cover  less  than  one-fourth  of  the 
nation's  50,000  food  manufacturers,  packers, 
processors,  and  warehouses  each  \ear." 

The  differences  in  the  two  organizations 
approaches  mean  that  food  products  that  pose 
similar  risks  may  receive  widely  varying  senium 
For  example,  canned  soup  containing  more  than 
Z  percent  meat  poses  essentially  the  same  risk  of 
contamination  as  canned  meatless  soup;  in  hoth 
cases,  the  health  hazards  rest  not  with  the  soup's 
ingredients,  but  with  the  canning  process.  Yet 
USDA  conducts  dailv  inspection  of  the  plant 
producing  the  soup  with  meat,  while  FDA  mav 
visit  the  plant  producing  the  meatless  soup  only 
once  everv  few  years.  Even  without  knowing  what 
level  of  supervision  is  actually  necessarv,  any 
observer  can  see  that  something  is  wrong:  Fither 
I 'SDA  is  wasting  its  time  and  money  in  daiK 
inspections,  or  FDA  is  potentially  allowing  danger- 
ous products  to  teach  the  market. 

Even  as  the  inspectors  concentrate  on  some 
products,  they  ignore  other  areas  of  equal  or  greater 
concern  entirely.  Fish — especially  shellfish — 
caused  21  percent  of  all  food  poisoning  cases  arising 
from  meat,  fish,  or  poultry  reported  to  CDC 
between  1978  and  1987."  Yet  seafood  is  not  subject 
to  mandatory  federal  inspection.  In  other  words. 
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The  dozen  federal  agpm  ies  mi  ok  ed  in  food  safety 
operate  under  different  mandates  and  definitions. 
Too  often,  they  duplirate  tome  efforts  zrhi/e ipioring 

other  areas  entire/x. 


the  same  system  that  requires  continuous  inspec- 
tion of  chicken  practical  K  ignores  tuna. 

The  incongruities  between  t  SDA  and  I-  DA 
extend  vi  ell  bevond  their  inspection  methods.  For 
example,  meat  and  poultry  products  must  ha\e  a 
1  SDA  stamp  of  approval  for  interstate  sale,  but 
food  products  under  FDA  jurisdiction  generally 
require  no  pre-market  certification.  I  SDA  re\  iews 
construction  plans  for  all  manufacturing  facilities 
for  meat  products,  but  non-meat  food  producers  arc- 
not  required  to  notify  FDA  about  a  plant's  con- 
struction, or  even  its  existence.  And  while  I  SDA 
has  legal  authority  to  examine  company  records, 
FDA  does  not.  As  early  as  1972,  GAO  noted  that 
this  impaired  FDA's  abihry  to  protect  the  public.7 
Other  GAO  and  congressional  reports  have 
suggested  that  FDA  needs  additional  authority  to 
halt  the  distribution  of  questionable  products  and 
to  order  recalls.' 

Over  the  last  20  years,  many  m\estigators  have 
documented — and  criticized — the  inconsistencies 
of  the  existing  arrangement.  The  Senate  Commit- 
tee on  Governmental  Affairs  reported  in  1977  that 
the  division  of  responsibility  between  ISDA  and 
FDA  "has  resulted  in  a  regulatory  program  which 
is  often  duplicative,  sometimes  contradictory, 
undeniably  costly,  and  unduly  complex.  .  .  .  There 
is  no  rationale,  other  than  a  historic  one,  to  justify 
maintaining  two  separate,  inconsistent,  and  costly 
svstems  for  inspecting  and  otherwise  regulating 
production  of  processed  foods.'"' 

While  the  division  between  I  SDA  and  FDA 
provides  the  most  obvious  example  of  disarray, 
conflicts  are  evident  throughout  the  food  safety 


system  as  a  whole.  For  instance.  FDA's  proposed 
new  labeling  rules  would  not  applv  to  food  adver- 
tising, which  is  controlled  b\  the  Federal  Trade- 
Corn  mission  (FTC).  That  means  that  companies 
ma\  soon  be  prohibited  from  making  certain  claims 
on  food  packages,  yet  still  make  those  claims  in 
.ids   \nother  example  is  cancer  policy:  FDXand 
the  Environmental  Protection  Agency  (FT  \> 
follow  contradictory  standards,  mandated  b\ 
separate  laws,  for  determining  the  maximum  level 
of  cancer-causing  chemical  residues  allowed  in 
various  food  products."1 

Federal  agencies  have  developed  at  least  SO 
formal  agreements  to  coordinate  their  roles  in 
regulating  food.  But  GAO  and  others  have  shown 
that  many  of  those  arrangements  don't  work.  I  ,ittle 
has  changed  since  the  Senate  Governmental  \ffairs 
Committee's  1977  report  cited  "an  unrealistic 
demand  tor  close  cooperation  between  agencies 
which  proceed  under  substantially  different 
statutory  direction  and  philosophies  of  regulation." 
In  some  cases,  the  report  added,  uncertainty  over 
jurisdictions  "has  led  to  an  excess  of  deference  and 
the  failure  of  either  agency  to  act  effectively  in  the 
face  of  a  regulatory  need."" 

Recent  coordination  between  I  SDA  and  KDA 
cm  the  new  food  labeling  regulations  probablv 
reflected  in  part  the  fact  that  I  SDA  Secretarx 
Fdvvard  Madigan  had  helped  shepherd  the  law 
through  enactment  when  he  was  in  Congress  in 
1990,  Such  cooperation  is  not  the  norm.   This  vcar. 
GAO  found  that  USDAand  FDA  failed  to  work 
together  in  at  least  two  other  important  areas: 
development  of  a  database  on  pesticides  and 
efforts  to  control  salmonella. '-' 

I 'SDA  and  FDA  do  not  work  well  with  each 
other  or  with  the  other  agencies  that  share  responsi- 
bility for  food  safety.  On  an  even  more  basic  level, 
neither  I  'SDA  nor  FDA  has  its  own  house  in  order 
GAO  reported  in  March  1991  that  I'SDA  lacks  a 
comprehensive  food  safety  policy  and  plan.  That 
means  not  only  that  different  I'SDA  agencies  may 
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be  working  at  cross-purposes,  but  also  thai  I'SDA 
is  missing  opportunities  to  link  its  various  agencies' 
work.  Fur  example.  l'.SDA*s  agency  tor  animal 
health  (the  \nimal  and  Plant  Health  Inspection 
Ser\  ice)  could  be  working  with  its  agency  Foi 
human  health  Ithe  Food  Safety  and  Inspection 
Sen-  ice)  to  control  animal  infections  that  can 
contaminate  human  food-1' 


I  AY)  I  and  FD.  \  do  not  vork  veil  sfiih  each  other 
or  «//#  the  otht  •  ageih  U  j  involved  in  food  safety.  On 
an  even  more  basa  level,  neither  I  SDA  nor  FDA 
has  its  osrn  house  in  order. 


To  add  to  I  SDA's  internal  contusion,  the 
department  must  play  two  roles — promoting 
agriculture  and  protecting  the  public.  Since  its 
creation  m  1862, 1  SDA  has  concentrated  on 
helping  the  agricultural  industry  produce  a  cheap 
and  plentiful  food  supply.  But  its  emphasis  on  the 
health  of  the  industrv  may  overshadow  us  responsi- 
bility to  ensure  the  health  of  the  consumer.  Critics 
argue  that  industry  pressure  can  inhibit  \  SI )  \ 
from  working  more  aggressively  to  reduce  food 
contamination  or  encourage  alternative  agriculture 
practices  that  lessen  pesticide  use 

This  issue  drew  media  attention  in  April  1991, 
when  I  SDA  decided  to  postpone  introducing  the 
"Eating  Right  Pyramid"  as  a  replacement  for  the 
"Four  Basic  Food  Groups,"  a  traditional  consumer 
dietary  guide.  One  goal  behind  the  pyramid  was 
to  persuade  consumers  to  eat  fewer  high-fat.  high- 
cholesterol  meat,  dairy,  and  egg  products — the  very 
products  that  L'SDA  has  traditionally  promoted. 
While  the  Secretary  stated  that  the  pyramid  was 
withdrawn  because  it  had  not  been  tested  suffi- 
ciently among  children  and  low-income  Americans, 
others  saw  the  move  as  evidence  of  I'SD.Vs 
conflicting  roles.  After  conducting  more  tests. 


I  SDA  adopted  a  slightly  altered  version  of  the 
pyramid  in  \pril  1992. 

I  DA  suffers  from  a  different  problem:   It  is 
buried  beneath  several  layers  of  bureaucracy  within 
the  Department  of  Health  and  Human  Services 
till  IS*.  Uihuugh  FDA's  jurisdiction  ovei  food, 
drugs,  and  medical  devices  affects  2^  cents  i»fe\cr\ 
consumer  dollar,  the  agency  enjoys  less  indept 
dence  than  other  agencies,  such  as  the  FIX '.  or  the 
EPA,  that  deal  with  consumer  health  issues. 
According  to  a  1991  report  from  the  Edwards 
Committee — a  blue-ribbon  advisory  panel  named 
for  its  chair,  former  FDA  Commissioner  < Charles  C, 
Edwards — FDA  confronts  unreasonable  barriers  in 
such  essential  areas  as  hiring  senior  executives  and 
scientists,  acquiring  facilities  and  equipment, 
arranging  for  international  travel,  and  producing 
publications  on  public  health  Such  impediments, 
the  committee  maintained,  diminish  FDA's 
authority  and  prevent  ir  from  carrying  out  its 
responsibilities. M 


Unplanned  obsolescence 


1  he  disarray  of  the  food  safer,  system  has  nut 
gone  unnoticed.  Bills  to  correct  particular  problems 
have  cropped  up  occasionally,  and  Congress  is 
debating  some  of  these  issues  now.  Still,  it  is 
becoming  increasingly  obvious  that  incremental 
attempts  to  shore  up  weak  points  won't  address  an 
underlying  problem  of  the  system:  its  inability  to 
adapt  to  changing  circumstances. 

While  the  food  safety  system  was  initially 
designed  to  find  and  deal  with  such  problems  as 
outright  fraud  or  grossly  unsanitary  practices,  it  is 
less  well-prepared  to  address  the  troubles  of  most 
importance  today.  Scientific  understanding  of  fund 
borne  hazards,  technology  for  producing  food, 
consumer  demographics  and  eating  behavior,  and 
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the  public's  expectations  of  the  system  have  ail 
changed  since  the  major  links  in  the  network  were 
established.  That  network,  however,  has  failed  to 
keep  pace  with  these  changes. 

New  food-borne  threats 

Of  the  various  sources  of  food  contamination, 
microbes  probably  pose  the  greatest  risk  to  human 
health.  Harmful  microbes  in  food  cause  nearly  ail 
cases  of  acute  food-borne  illness  in  the  I'nited 
States  each  year.  Because  man\  cases  go  undiag- 
nosed, the  actual  figure  is  probably  much  higher 
than  the  conservative  figure  of  6.5  million  annu- 
alh — ar  least  24  million,  according  to  an  estimate 
In  officials  at  FDA." 


Incremental  attempts  to  shore  up  weak  points  wont 
address  an  underlying  problem  of  the  system:  its 
inability  to  adapt  to  changing  tin  umstances 


Most  people  have  heard  of  salmonella.  Rut 
scientists  have  lately  identified  other  harmful 
organisms,  such  as  listeria  and  Campylobacter,  as 
serious  threats.  That  is  partly  because  scientists 
have  better  ways  of  detecting  microbes,  but  it 
also  reflects  trends  in  food  distribution  that  leave 
products  vulnerable  in  new  ways.  For  example, 
we  depend  on  refrigeration  to  keep  food  safe  in 
transport,  but  the  listeria  bacterium  can  survive 
refrigeration.  Each  year,  listeriosis  strikes  about 
1,850  Americans;  nearly  one-fourth  of  those  people 
die.1"  Similarly,  Campylobacter,  the  leading  cause 
of  bacterial  diarrhea  in  the  I'nited  States,  tends  to 
cause  illness  only  when  it  reaches  high  levels  in 
food.  Developments  in  packaging  that  allow  lunger 
food  storage  may  enable  the  bacteria  to  grow  to 
dangerous  proportions. 

Even  more  worrisome  is  the  appearance  of  new 
or  stronger  strains  of  contaminants.  A  generation 
ago,  an  uncracked  egg  was  assumed  to  be  a 
bacteria-free  package;  legislators  responded  by 
requiring  cracked  eggs — potentially  infected  with 


salmonella — to  be  used  only  in  cooked  products, 
because  cooking  destroys  salmonella  bacteria. 
Today,  however,  at  least  one  strain  of  salmonella  is 
able  to  pass  from  an  infected  chicken  to  a  develop- 
ing egg,  so  that  eggs  perfect  to  the  eve  might  still 
be  contaminated.  Increased  use  of  antibiotics  in 
meat  and  poultrv  may  also  encourage  the  develop- 
ment of  resistant  strains  of  bacteria. 

While  scientists  believe  microbes  are  todav's 
chief  food-borne  threats,  public  attention  tends 
to  focus  on  pesticides,  animal  drugs,  and  other 
chemicals  in  food.  Chemical  residues  mav  not 
make  individuals  fall  ill  immediately,  but  sonic- 
people  suspect  them  of  causing  cancer,  birth 
defects,  and  other  problems. 

I  hese  types  of  contaminants  can  provoke 
outrage  tar  out  of  proportion  to  the  risks  thc\  pose. 
That  is  partly  because  man\  Americans  view 
chemical  contamination  as  an  unnecessary  risk. 
imposed  on  an  unsuspecting  population  bv  food 
manufacturers  who  profit  from  the  use  of  the 
chemicals.  This  perception  surfaced  in  two 
episodes  in  1989:  first  when  consumer  groups 
objected  to  the  use  of  the  pesticide  Alar  in  apples, 
and  later  when  import  inspectors  found  some 
Chilean  grapes  tainted  with  cyanide.  W  hile  no  one 
became  ill  in  either  case,  both  episodes  damaged 
consumer  confidence  and  caused  severe  losses  in 
the  marketplace. 

Vet  for  the  most  part.  L'SD.Vs  methods  tor 
inspecting  meat  and  poultrv  cannot  detect  micro- 
bial or  chemical  contamination.  Standard  inspec- 
tion procedures — smelling,  feeling,  and  looking  at 
the  product — date  from  an  earlier  era  when  easily 
identifiable  conditions,  such  as  obvious  disease  or 
spoilage,  were  considered  the  chief  dangers  o( 
these  foods.  Rut  today,  such  v  isible  problems  are 
minimal  compared  to  the  invisible  threats,  w  hich 
can  be  detected  only  through  laboratory  analysis. 
USDA's  grading  standards  for  produce  are  equal' 
out  of  date,  relying  on  criteria  that  are  mostlv 
cosmetic  and  therefore  mav  encourage  excessive 
use  of  pesticides. 

Even  if  they  had  the  resources  to  try,  I  SDA 
and  FDA  could  not  identify  all  mods  with  illegal 
chemical  residues  and  keep  them  from  reaching 
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rhc  consumer.  The  government  has  mi  useful 
methods  for  detecting  mans  of  the  residues  ir  is 
supposed  to  monitor.1    H\en  where  detection  is 
possible,  there  are  simply  too  mans  products  to 
examine  and  too  mans  contaminanrs  to  check  for 
in  the  limired  time  before  rhe  product  is  sold  and 
eaten.  I  he  governmenr  is  seeking  berrer  wass  of 
sampling  and  resting  for  residues.  Bur  for  now. 
government  inspection  mas  provide  a  false  sense 
of  security  to  those  consumers  who  believe  ir 
means  products  are  free  of  all  contamination. 


Improved  technology 

Technological  advances  in  agnculrure  and  the  food 
processing  indusrries  have  made  ir  possible  to  offer 
a  larger  popularion  a  food  supply  rhat  is  cheaper, 
more  varied,  and  more  convenient  rhan  in  the 
early  1400s.  Ver  some  of  the  same  tools  rhar  have 
dramatically  expanded  agricultural  production — 
pesricides.  fertilizers,  and  animal  drugs — have 
rhemselves  become  cause  for  concern.  Recenr  rules 
meanr  ro  ensure  rhat  newly  introduced  subsrances 
are  safe  ro  use  have  had  the  unintended  effect  of 


worrisome  in  modern  plants,  where  one  infected 
chicken  can  swiftly  contaminate  hundreds  of  other 
birds  processed  with  rhe  same  equipment. 

Berrer  storage  and  transport  means  that  food 
moves  farther  and  faster  than  ever  before — and. 
in  turn,  that  a  single  source  of  contamination  can 
affect  more  people  in  a  larger  area  and  in  a  shorter 
period  of  time.  Given  the  sheer  <|iiannr\  of  food  in 
production,  even  small  risks  can  cause  harm  on  a 
huge  scale. 

In  general,  technology  is  raising  new  questions 
faster  than  regularors  can  answer  them.  I- or 
instance,  some  consumer  advocates  worn  thar  new 
genetically  engineered  food  products  mas  cause 
unforeseen  harm.  While  FDA  is  authorized  to 
approve  food  additives,  it  has  no  comparable 
authority  ro  review  new  foods  before  rhes  enrer  rhe 
market.  This  issue  drew  artention  in  IW1.  when 
Calgene,  a  California  biotechnology  firm,  asked 
I-  DA  ro  informally  concur  w  ith  irs  plans  ro  marker  a 
romaro  generically  engineered  to  remain  firm 
during  shipment.  FDA  is  still  reviewing  rhe  case- 


Changed  consumer  behavior 


Food  inspection  procedures  date  from  an  era  in 
vhich  t  is  Me  disease  or  spoilage  were  considered  the 
chief  dangers.  Today 's  invisible  threats  can  be 
detected  only  through  laboratory  analysis. 


discouraging  the  development  of  safer  chemical 
products;  manufacturers  and  consumers  instead 
stick  with  products  that  were  approved  under 
older,  less  stringent  standards. 

Mechanical  improvements  have  introduced 
food  safety  problems,  too.  Tradirional  inspection 
methods  cannot  keep  pace  with  high-speed 
equipment  that  allows  only  a  few  seconds  for 
inspectors  to  examine  each  piece  of  meat  and 
poultry.  And  the  inability  of  inspectors  to  detect 
microbial  contamination  becomes  even  more 


As  rhe  demographics  of  a  population  change,  so 
does  its  risk  of  disease.  People  who  are  older  or 
immune-compromised — rwo  rapidlv  growing 
groups — are  more  vulnerable  ro  food-borne  illness 
than  younger  healthiet  people.  Rating  patterns 
also  shift  with  demographics.  For  example. 
Americans  ear  almosr  60  percent  more  seafood  now 
than  they  did  10  years  ago.  partly  because  of 
growing  numbers  of  minoriries  and  senior  cirizens. 
w ho  consume  high  proportions  of  fish.'"  Risk  has 
increased  accordingly,  as  seafood  is  highls  suseep- 
rible  ro  contamination. 

Changes  in  lifestyle  make  a  difference,  too  To 
meet  consumer  demand  for  low-processed,  ready- 
ro-ear  foods,  manufacturers  are  packaging  more 
rypes  of  food  than  ever  in  convenient  forms. 
Consumers,  taking  for  granted  rhar  all  packaged 
foods  are  safe,  may  overlook  directions  to  refngcr- 
are  containers  or  ro  stir  foods  during  microwave 
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cooking — steps  necessarv  to  control  microbes  in 
certain  products. 

The  trend  toward  eating  nut  adds  tu  risk  as 
well.  I  Si)  \  estimates  that  almost  half  the  monev 
ci  msumers  spend  on  food  now  goes  to  meals  and 
snacks  avvav  from  home    \t  the  same  time,  budget 
constraints  are  limiting  state  and  local  inspections 
ot  retail  food  operations.  I  ndennspected  establish- 
ments, such  as  self-serve  counters  at  grocers  stores. 
run  an  increased  risk  ot  food  contamination 


Americans  teem  increasingly  unaware  of  the 
'importance  oft  voting  and  storing  food  property. 
FDAt  it/mates  that  W  percent  of food-lwrne  illness 
imofces  unsafe  food  handling  in  tin-  home. 


\nd  much  ot  the  responsibilin  rests  with 
consumers  themselves.  Even  as  Americans  have 
become  further  removed  from  the  sources  <>t  their 
food,  thev  have  developed  what  ma\  be  a  danger- 
ous dependence  on  others  to  ensure  the  satcn.  ot 
their  food.  In  general.  Americans  seem  increasingK 
unaware  of  the  importance  of  cooking  and  storing 
food  properlv  to  destroy  microbes  and  keep 
contamination  from  spreading.  FDA  estimates  that 
30  percent  of  food-borne  illness  Involves  unsatc 
food  handling  in  the  home. 


In  the  wake  of  this  reversal,  some  federal  fond 
quaht\  standards  appear  particularly  outdated   I  or 
instance,  tinder  I  Si)  \\  decades-old  ranking 
svstem.  the  "best'"  grades  ot  meat — I'nmc  and 
( Ihoice — are  those  with  the  highest  proportion  of 
fat  Similarly,  the  definition*  tor  butter,  cheese,  and 
other  foods  prescribe  certain  levels  of  fat.  which 
means  that  low -tat  versions  must  be  labeled  as 
"imitations."    I  he  proposed  labeling  changes 
include  revisions  in  some  ot  these  standards, 

( irovv  in^  ev  idence  suggests  that  overall  dietarv 
behav  ior  has  far  more  impact  on  health  than  food 
contamination  does  I  or  example,  various  studies 
estimate  that  perhaps  one-third  ot  .ill  I  .S.  cancer 
deaths  mav  be  diet-related.  In  contrast,  chemical 
additives  in  food — such  as  colorings  and  preser\  a- 
tives — mav  contribute  to  less  than  I  percent  ot 
cancer  deaths.  '  In  other  words,  modifying  dietarv 
behav  ior  might  contribute  more  to  public  health 
than  eliminating  all  intentional  additives  from  tood. 
It  remains  an  open  question  esaetk  what  role  the 
government  can.  or  should,  plav  in  overseeing 
Americans'  food  choices — and  whether  consumers 
w  ill  demand  that  the  government  trv  to  restrict 
"unhealthv"  foods  as  well  as  "unsafe"  ones. 


Broad-based  reforms 


Greater  expectations 

In  this  centurv  diseases  caused  b\  nutritional 
deficiency — such  as  beriberi,  pellagra,  and 
scurvy — have  almost  disappeared.  However,  in 
their  place,  we  have  seen  a  rise  in  problems  linked 
to  dietarv  excess,  such  as  heart  disease  jnd  cancer 
While  once  people  worried  about  getting  enough 
calories,  protein,  and  fat  from  their  food,  health 
professionals  now  warn  against  eating  too  much  ot 
these  substances,  especiallv  fat. 


1  he  problems  of  the  food  safer,  network  are  tar 
too  broad  and  varied  to  be  solved  with  narrowK 
targeted  corrections   Real  improvement  will  require 
large-scale  reforms.  These  two  steps  vwmld  make  a 
good  beginning; 

Restructure  the  network  to  work  effi- 
ciently and  consistently.  Any  change  should 
begin  with  the  two  organizations  that  share  most  ot 
the  responsibility  tor  food  satetv.  I  SDA  and  h  1  )A. 
The  government  has  alreadv  taken  some  steps  to 
clean  up  internal  problems;  in  response  to  (iAO  s 
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recommendations,  the  Secretary  oi  Vgriculture 
announced  in  September  1991  that  he  would  name 
a  commission  to  consider  him  I  SI  ).\  can  better 
manage  i  ross-cutting  issues  within  its  own  walls. 

\s  tor  I'D  V  the  1991  Fdwards  Committee 
report  recommended  elevating  the  agency's  status 
w  ithin  HI  IS  ro  put  I* DA  on  a  par  with  its  corre- 
sponding regulator,  agencies.  Mich  as  HP  V  {•'{'{ '.. 
and  the  ( )ceupational  Safety  and  I  lealth  \gency 
The  committee  also  proposed  that  it  H!  IS  tailed  to 
act,  ( !t  ingress  should  consider  restructuring  IP  \  .is 
a  free-standing  executive  agency.  HHS  and  the 
administration,  however,  received  that  proposal 
with  little  enthusiasm.  Meanwhile.  Congress  is 
considering  legislation  to  enhance  PDA's  enforce- 
ment authority*. 

Resoh  ing  the  internal  problems  of  I  'SDA  and 
PDA  is  i ust  the  beginning.  Policymakers  must  also 
deal  with  the  historically  inconsistent  treatment  ni 
food  risks  by  rhe  do/en  agencies  involved  in  food 
safety,  as  well  as  the  ways  in  which  the\  work — or 
don't  work — together. 

One  alternative  would  be  to  consolidate  food 
safety  functions  into  a  single  agenc\ ,  w  uh  all 
activ  ities  earned  out  within  a  unified  framework.  In 
fact,  in  1977.  the  Senate  Committee  on  Govern- 
mental Affairs  recommended  uniting  federal 
responsibility  for  food  regulation  tinder  PDA  and 
elevating  that  agency's  status  within  its  parent 
department.  "Appropriate  overall  organization  of 
the  regulators  structure  can  help  government  to 
operate  at  maximum  efficiency  and  economy, 
avoiding  conflicts  and  duplication  of  effort."  the 
Committee  noted.  "This  is  especially  necessarv  in 


times  such  as  the  present  when  money  for  new 
programs  is  in  short  suppK.  and  the  onl\  opportu- 
nity to  finance  new  initiatives  is  to  save  resources 
In  reducing  mcfficicncv.  waste,  and  outmoded  or 
unnecessary  efforts.'"" 

In  response  to  that  report.  ( I  \( )  stated  that  the 
ci  mccpi  ot  consolidation  had  e<  msiderablc  merit 
but  that  more  work  was  needed  to  determine 
whether  to  consolidate  food  safety  responsibility  in 
PDA  or  create  some  new  federal  entity.-'1    I  hat 
remains  the  ease,  although  consolidation  has  been 
suggested  main  times  in  the  years  since 

Redesign  the  inspection  system  to  pluce 
more  responsibility  on  industry.  (Jovern- 

ment's  traditional  approach  to  food  safety  has  been 
to  inspect  finished  products.  But  as  PDA  has 
noted.  "Quality  cannot  be  inspected  into  .i  product. 
If  a  quality  product  is  to  be  produced,  then  the 
basic  manufacturing  system  must  be  designed  to 
ensure  its  production."" 

The  existing  inspection  system  is  not  only 
expensive  and  inadequate,  it  is  also  counterproduc- 
tive. Fifteen  years  ago,  GAO  found  that  the  mere- 
presence  of  I'SDA  inspection  may  discourage 
industry  from  building  quality  and  safety  into  its 
operations,  because  plants  have  come  to  rely  on 
inspectors  to  pro\  ide  quality  control. :; 

GAO  and  others  have  long  recommended  thai 
daily  inspection  of  meat  and  poultry  processing 
plants  should  be  phased  out.  Instead,  government 
must  formally  pass  that  responsibility,  and  its  cost. 
to  industry.  A  recent  internal  I  SDA  report  also 
affirmed  th**  need  to  shift  responsibility  to  industry 
for  producing  quality  meat  and  poultry  products 
and  to  redirect  federal  resources  to  public  health- 
oriented  objectives  4 

I'nder  proposed  arrangements,  the  government 
would  continue  to  set  standards  tor  food,  but  it 
would  require  industry  to  develop  its  own  quality 
control  systems.  Federal  regulators  would  approve 
and  audit  those  svstems  and  conduct  occasional 
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unannounced  inspections,  penalizing  manufactur- 
ers for  noncompliance  when  necessary  Such  a 
strategy  would  make  tar  better  use  of  limited 
resources  now  wasted  on  ineffective  inspections."' 

However.  KDA  and  I  SDA  are  finding  it 
difficult  to  shift  the  burden  onto  industrv.  In  W8K. 
under  direction  from  Congress.  I  Si)  \  proposed 
reduced  inspections  at  meat  and  poultrv  processing 
plants,  but  the  proposal  never  got  bevond  prelimi- 
nary testing.  KDA  would  like  to  adopt  similar 
approaches,  but  is  handicapped  because  it  may  lack 
the  necessarv  authont\  over  industry. 


A  o  $  ystem  can  guarantee  the  purity  of  every  hite 
Americans  take.  The  system  needs  to  ensure  some 
level  of  safety  vhile  being,  flexible  enough  to  respond 
to  (hanging ritrum stances. 


Rethinking  the  system 


3uch  reforms  as  reorganizing  the  food  safet\ 
network  and  restructuring  the  inspection  s\stem 
would  help.  But  as  useful  as  these  changes  might 
be.  they  would,  like  earlier  improvements,  provide 
only  temporary  relief  unless  they  were  made  in 
concert  with  a  comprehensive  national  policv  for 
food  safety. 

To  begin  with,  policymakers  need  to  define  the 
federal  government's  mission  concerning  food 
safetv  and  quality.  Because  no  system  can  guaran- 
tee the  purity  of  every  bite  Americans  take,  the 
overall  goal  cannot  be  to  seek  an  unattainable. 
immovable  ideal  of  absolute  protection.  Rather,  the 
system  needs  to  ensure  some  level  of  safety  while 
being  flexible  enough  to  respond  to  changing 
circumstances  and  expectations. 


In  setting  objectives,  policymakers  need  to 
weigh  the  importance  of  known  phvsical  risks 
(such  as  bacterial  contamination)  against  perceived 
risks  (such  as  chemical  residues  that  mav  pose 
relatively  little  hazard  but  still  arouse  consumer 
outrage  and  fear).  They  must  also  determine  just 
what  "safe  food"  means:   Is  it  "fond  that  will  not 
make  you  sick."  or  "food  that  does  not  pose  long- 
term  hazards."  or  "food  that  is  good  for  you":    \t 
some  point,  the  desire  to  protect  individuals  from 
danger  clashes  with  personal  lihcrrv  and  responsi- 
bility, not  to  mention  tree  enterprise    This  issue 
will  become  particularly  apparent  as  federal 
attempts  to  screen  out  harmful  substances  evolve 
into  efforts  to  promote  "healths "  eating 

(Jiven  a  clear  mission  and  objectives,  the  next 
step  will  be  to  decide  how  much  the  nation  can  and 
should  invest  in  food  safer,  and  quality.  If  current 
trends  continue,  funding  will  onlv  get  tighter: 
real  federal  spending  for  food  safetv  agencies  has 
generally  decreased  since  IWll,  while  work  loads 
have  grown.  Still,  adding  funds  will  not  in  itself 
solve  the  problems.  Policymakers  must  focus  their 
efforts  on  getting  the  most  from  the  nation's 
investment  in  food  safetv  and  qualirv — a  process 
that  almost  certain K  will  involve  reorganizing  the 
system's  approach  and  structure. 

Kinallv,  the  government  must  develop  wavs  to 
measure  its  progress.  At  present,  regulators 
generalK  monitor  an  agency's  performance  bv 
keeping  track  of  what  it  does,  not  what  it  achieves. 
For  example,  we  know  how  much  meat  and 
poultry  is  inspected,  but  we  have  no  data  on 
whether  that  inspection  reallv  prevents  illness. 
Without  real  measurements,  no  one  can  tell 
whether  the  nation  is  spending  its  f<x>d  safecv 
resources  wisely. 

These  issues  have  yet  to  be  resolved,  and  the 
solutions  are  by  no  means  clear  or  easy.  Kach 
question  raises  new  ones;  ultimately,  food  policy 
touches  dozens  of  other  major  issues,  ranging  from 
international  trade  and  environmental  pollution  CO 
agriculture  and  public  healrh.  But  at  base,  if 
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If  policy  makers  trniy  evw/  /»  establish  n  >  insistent 
and '  cast-effirtive  approach  to  ensuring  tke  safety 

of  all  foods,  they  must  hnak  (csayfrnm  tin  legacy 
of disorder and }  rethink their goals. 


pnlic\  makers  rrulv  want  to  establish  a  consistent 
and  cost-effective  approach  to  ensuring  the  saferv 
of  food,  thev  must  break  a\\a\  from  the  legacy  of 
disorder  and  rethink  their  goals.  Without  that.  an\ 
reforms  will  simpK  further  confuse  the  compli- 
cated patchwork  we  call  our  food  saferv  svstem.  • 
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The  Honorable  Mike  Espy 

Secretary  of  Agriculture 

U.S.  Department  of  Agriculture 

Fourteenth  Street  and  Independence  Ave.,  S.W. 

Washington,  DC  20250 

Dear  Mr.  Secretary: 

In  the  exercise  of  its  oversight  responsibilities  pursuant  to  Rules  X  and  XI  of  the 
House  of  Representatives,  the  Human  Resources  and  Intergovernmental  Relations 
Subcommittee  of  the  House  Committee  on  Government  Operations  is  reviewing  the  need 
to  revamp  the  federal  food  safety  system.  In  furtherance  of  this  review,  I  am  pleased  to 
invite  you  to  testify  on  the  U.S.  Department  of  Agriculture's  (USDA)  meat  and  poultry 
inspection  program  at  the  Subcommittee's  first  in  a  series  of  hearings  entitled,  "Reinventing 
the  Federal  Food  Safety  System."  The  hearing  is  tentatively  scheduled  for  the  last  week  in 
October,  1993,  and  we  will  inform  you  of  the  exact  date,  time  and  location  of  the  hearing 
in  the  near  future. 

Specifically,  I  would  like  you  to  address  the  following  issues: 

(1)  What  are  the  primary  risks  to  public  health  associated  with  meat  and  poultry? 
Do  these  risks  differ  significantly  from  those  posed  by  other  food  products, 
such  as  buffalo  meat,  shellfish,  or  low-acid  canned  food?  If  so,  how?  What 
rationale  exists,  other  than  an  historical  one,  to  justify  differences  in  the 
approach  and  intensity  of  the  federal  government's  inspection  and  regulation 
of  different  food  products  and  commodities? 

(2)  To  what  extent  is  the  present  meat  and  poultry  inspection  system  designed  to 
prevent,  control,  reduce,  or  eliminate  the  primary  risks  to  public  health 
associated  with  meat  and  poultry  products?  What  are  the  gaps  and  limitations 
in  the  present  system's  ability  to  manage  these  risks?  To  what  extent  is  the 
present  system  designed  to  control  animal  diseases  and  economic 
adulteration? 

(3)  What  is  the  status  of  USDA's  efforts  to  reform  and  modernize  the  meat  and 
poultry  inspection  system? 


175 


Secretary  Espy 
October  4,  1993 
Page  Two 

(4)  What  more  needs  to  be  done  to  further  reduce  and  prevent  the  risks  to  public 
health  from  meat  and  poultry  products? 

(5)  What  would  an  optimal  federal  food  safety  system  look  like?  What  should  be 
the  major  components  and  guiding  principles  of  an  optimal  system?  What 
options  exist  for  developing  and  implementing  such  a  system? 

(6)  Should  the  federal  government  revamp  its  food  safety  system  and,  if  so,  how? 

To  adequately  prepare  for  the  hearing,  I  request  that  your  Department  fully  brief  Bill 
Layden,  a  member  of  my  staff,  on  or  about  October  15,  1993,  on  the  following  matters. 

(1)  The  status  and  results  of  USDA's  investigations  into  the  cause,  source,  and 
incidence  of  meat  contaminated  with  E.  coli  0157:H7,  including  the  results  of 
any  on-farm  investigations. 

(2)  The  status  of  and  plans  for  all  USDA  initiatives  to  reform  the  meat  and 
poultry  inspection  programs,  including  Tracks  I  &  II;  the  Pathogen  Reduction 
Program;  identification  and  trace-back  of  animals;  on-farm  pathogen  reduction 
and  intervention  programs;  the  national  microbiological  baseline  study;  the 
development  and  validation  of  rapid  tests  to  detect  E.  coli  0157:H7  and  other 
pathogenic  microorganisms;  development  and  implementation  of  a  mandatory 
Hazard  Analysis  Critical  Control  Point  inspection  approach;  implementation 
of  safe  handling  and  cooking  labels;  the  results  of  USDA's  special  review  of 
beef  slaughter  plants;  and  efforts  to  estimate  the  risks  of  pathogenic 
microorganisms  throughout  the  food  system  using  dose  response  models. 

For  each  initiative,  please  provide  a  brief  description,  the  estimated  level  of 
effort  needed  to  achieve  the  objective  (e.g,  staff  yean  and  resources),  the 
projected  time  tables  to  completion,  and  results  to  date. 

(3)  The  level  of  effort  USDA  has  expended  to  research,  inspect  and  regulate 
pathogenic  microorganisms  in/on  meat  and  poultry,  especially  the 
development  of  rapid  detection  tests,  since  the  1985  National  Academy  of 
Sciences'  report,  Meat  and  Poultry  Inspection:  The  Scientific  Basis  of  the 
Nation's  Program. 

(4)  The  status  of  USDA's  research  and  regulatory  efforts  concerning  irradiation 
of  meat  and  poultry. 

(5)  The  status  of  USDA's  efforts  to  educate  and  inform  consumers  about  the 
proper  handling  and  cooking  of  meat  and  poultry. 
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Please  arrange  to  have  50  copies  of  your  prepared  statement  delivered  to  the 
Subcommittee  office  (room  B-372  Rayburn)  by  no  later  than  5:00  p.m.,  two  business  days 
before  the  hearing.  Such  advance  submission  is  required  in  order  to  give  the  Members  an 
opportunity  to  study  your  statement  before  the  hearing.  Also,  please  bring  75  copies  of  your 
statement  with  you  to  the  hearing. 

The  typed  statement  should  be  single-spaced,  if  possible.  If  your  prepared  statement 
will  require  more  than  10  minutes  of  oral  testimony,  please  be  prepared  to  summarize  it  in 
approximately  that  time.   Your  entire  statement  will  be  printed  in  the  hearing  record. 

I  greatly  appreciate  your  cooperation  in  this  matter  and  look  forward  to  your 
testimony.   If  you  have  questions,  please  contact  Bill  Layden  at  202/225-2548. 


Sincerely 


oolphus  Towns 
'Chairman 

Subcommittee  on  Human  Resources 
and  Intergovernmental  Relations 


ET:bl 
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The  Honorable  Mike  Espy 

Secretary  of  Agriculture 

U.S.  Department  of  Agriculture 

Fourteenth  Street  and  Independence  Ave.,  S.W. 

Washington,  DC  20250 

Dear  Secretary  Espy: 

As  you  are  aware,  the  Subcommittee  on  Human  Resources  and  Intergovernmental 
Relations,  House  Committee  on  Government  Operations,  held  a  hearing  on  November  4, 
1993,  to  receive  testimony  from  a  variety  of  consumer  and  expert  witnesses  on  the  extent 
of  progress  the  U.S.  Department  of  Agriculture  (USDA)  is  making  to  reform  meat  and 
poultry  inspection.  The  hearing  revealed  dangerous  flaws  in  USDA's  inspection  programs. 
In  particular,  witnesses  provided  alarming  and  disconcerting  information  about  USDA's 
continuing  inability  to  ensure  the  safety  of  meat  and  poultry  products. 

As  a  result  of  the  testimony  received  at  this  hearing,  I  believe  it  is  imperative  your 
Department  testify  before  this  subcommittee  about  the  progress  it  is  making  to  reform  the 
meat  and  poultry  inspection  programs.  I  have  scheduled  a  hearing  on  Friday,  November  19, 
1993,  at  9:15  a.nL,  in  room  2247  of  the  Rayburn  House  Office  Building  to  receive  your 
testimony.  Specifically,  I  would  like  you  to  address  the  issues  outlined  in  my  letter  of 
October  4,  1993. 

In  my  October  4,  1993,  letter  I  also  requested,  among  other  things,  that  your 
Department  fully  brief  my  staff,  on  or  about  October  15,  1993,  on  the  status  of  and  plans 
for  all  USDA  initiatives  to  reform  meat  and  poultry  inspection  programs.  Specifically,  I 
requested  that  you  provide  a  brief  description  of  these  initiatives,  the  estimated  level  of 
effort  needed  Id  achieve  the  objective  (e.g.,  staff  years  and  resources),  the  projected  time 
tables  to  completion,  and  results  to  date.  While  we  appreciate  the  briefing  and  documents 
your  staff  provided  to  the  subcommittee  staff  on  October  15, 1993,  neither  the  briefing  nor 
the  documents  provided  were  fully  responsive  to  my  request  for  information. 

I  am  again  requesting  that  you  provide  to  the  subcommittee  the  following  information 
in  writing  by  Monday,  November  15,  1993:  a  brief  description  of  all  USDA  initiatives  to 
reform  the  meat  and  poultry  inspection  programs,  the  estimated  level  of  effort  needed  to 
achieve  the  objective  (e.g.,  staff  years  and  resources),  the  projected  time  tables  to 
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completion,  and  results  to  date.   If  you  cannot  provide  this  information  in  the  form 
requested  by  that  date,  please  provide  the  subcommittee  with  a  written  explanation  of  why 
the  information  cannot  be  provided  by  that  date  and  when  it  can  be  provided. 

At  this  time,  I  also  request  that  you  provide  to  the  subcommittee  the  following 
documents  by  November  15,  1993:  (1)  all  news  releases,  "backgrounders,"  fact  sheets,  or 
other  public  affair  documents  issued  or  released  by  USDA  from  December  1992  through 
the  present  time  concerning  E.  coli  0157:H7  and/or  USDA's  initiatives  to  reform  meat  and 
poultry  inspection;  and  (2)  all  records  written  or  received  by  agency  employees-including, 
but  not  necessarily  limited  to,  notes,  memoranda,  correspondence,  electronically  transmitted 
communications,  and  other  drafts,  analyses  or  reports--in  any  way  related  to  USDA's  policy 
and  procedures  on  "zero  tolerance." 

I  would  like  to  stress  the  importance  of  complying  with  the  subcommittee's  document 
requests  by  November  15.  Unless  the  subcommittee  reviews  these  documents  in  a  timely 
fashion,  we  will  not  be  able  to  evaluate  fairly  the  Department's  progress  towards 
implementing  your  initiatives  before  the  hearing.  This  would  not  be  in  the  best  interest  of 
USDA  or  the  American  public. 

Please  arrange  to  have  50  copies  of  your  prepared  statement  delivered  to  the 
subcommittee  at  room  B-372  Rayburn  House  Office  Building,  Washington,  D.C.  205 15-6148, 
by  5:00  p.m.,  on  November  17,  1993.  Such  advance  submission  is  required  in  order  to  give 
the  Members  an  opportunity  to  study  your  statement  before  the  hearing.  Please  bring  an 
additional  100  copies  of  your  statement  with  you  to  the  hearing  for  public  distribution.  The 
typed  statement  should  be  single-spaced  with  two-sided  copying,  if  possible. 

You  will  have  10  minutes  to  present  oral  testimony.  If  your  prepared  statement  will 
require  more  than  10  minutes  of  oral  testimony,  please  be  prepared  to  summarize  it  in 
approximately  that  time.  Your  entire  written  statement  will  be  printed  in  the  hearing 
record.  There  will  be  a  question  and  answer  period  with  the  Members  at  the  end  of  your 
statement 
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I  greatly  appreciate  your  cooperation  in  this  matter  and  look  forward  to  your 
testimony.   If  you  have  questions,  please  contact  Bill  Layden  at  202/225-2548. 


Sincerel 


Zdolphus  Towns 
Chairman 
Subcommittee  on  Human  Resources 

and  Intergovernmental  Relations 


ET:bl 


The  Honorable  Steven  Schiff 
(Ranking  Minority  Member) 
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MEMORANDUM 


TO:  Members  of  the  Subcommittee  on  Human  Resources  and 

Intergovernmental  Relations 

FROM:    Edolphus  Towns,  Chairman 

RE:  USDA  Commitment  To  Comply  With  The  Subcommittee's  Information 

Requests  By  December  17,  1993 

Eugene  Branstool,  Assistant  Secretary,  Marketing  and  Inspection  Services,  U.S. 
Department  of  Agriculture  (USDA),  today  agreed  to  fulfill  the  subcommittee's 
information  requests  on  or  before  December  17,  1993  (see  attached  correspondence). 
USDA  has  also  agreed  to  meet  with  subcommittee  staff  on  or  before  December  17, 
1993,  to  deliver  the  information  and  to  resolve  any  open  questions  on  the  information 
provided.   I  will  inform  you  of  the  exact  date  and  time  of  the  meeting  as  soon  as  we  hear 
from  USDA. 

I  hope  that  Mr.  Branstool's  pledge  to  cooperate  fully  with  the  subcommittee  will 
alleviate  the  need  for  compulsory  process  to  obtain  the  requested  information. 


Attachments  (3) 
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DEPARTMENT   OF   AGRICULTURE 

OFFICE    OF    THE    SECRETARY 
WASHINGTON,    O.C.    202SO 


November  24,  1993 


Honorable  Edolphus  Towns 

Chairman 

House  Government  Operations  Subcommittee 

on  Human  Resources  and  Intergovernmental 

Relations 

Rayburn  House  Office  Building 
Room  2157 
Washington,  D.C.  20515-6143 

Dear  Mr.  Chairman: 


I  am  writing  in  response  to  your  November  23,  1993  letter  to  Secretary  Espy  which  outlined 
the  Subcommittee's  request  and  granted  an  extension  of  time  as  per  mutually  agreed  by  our 
staffs  on  November  21,  1993. 

I  feel  confident  that  we  will  fulfill  the  Subcommittee's  request  on  or  before  December  17, 
1993.  Accordingly,  I  directed  my  staff  to  immediately  compile  the  materials,  information 
and  data  requested  and  to  formulate  the  answers  to  the  questions  posed  during  the  hearing 
as  well  as  in  your  correspondence.  As  indicated  in  your  letter,  my  staff  will  meet  with  your 
Subcommittee  staff  on  or  before  December  17,  1993  to  deliver  this  information  to  your  staff 
as  well  as  to  resolve  any  open  questions  on  the  information  provided. 

I  look  forward  to  working  with  you  and  the  Subcommittee  on  addressing  these  important 
issues.  As  I  testified  before  your  Subcommittee,  both  Secretary  Espy  and  I  are  strongly 
committed  to  improvement  of  the  meat  and  poultry  inspection  program. 


Assistant  Secretary 

Marketing  and  Inspection  Services 


AN  EQUAL  OPPORTUNITY  EMPLOYER 
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Mike  Espy 

Secretary 

U.S.  Department  of  Agriculture 

Fourteenth  Street  and  Independence  Ave.,  S.W. 

Washington,  DC  20250 

Dear  Secretary  Espy: 

As  you  are  aware,  the  Subcommittee  on  Human  Resources  and  Intergovernmental 
Relations,  House  Committee  on  Government  Operations,  held  a  hearing  on  November  19, 
1993,  to  hear  from  the  U.S.  Department  of  Agriculture  (USDA)  about  the  progress  it  is 
making  to  reform  meat  and  poultry  inspection.  At  that  hearing,  several  subcommittee 
members  expressed  serious  concerns  about  USDA's  failure  to  provide  the  subcommittee  all 
the  information  we  requested  in  our  letters  to  you  of  October  4,  and  November  8,  1993  (see 
attachments  I  and  II).  Eugene  Branstool,  Assistant  Secretary  for  Marketing  and  Inspection 
Services,  who  represented  the  Department,  promised  to  finally  provide  this  information  to 
the  subcommittee  by  close  of  business  Monday,  November  22,  1993. 

In  a  letter  to  the  subcommittee  on  Monday,  November  22,  1993,  Mr.  Branstool 
requested  an  extension  of  time  until  December  17,  1993  to  ensure  that  the  Department 
would  be  able  to  respond  fully  to  the  subcommittee's  requests  for  information.  The 
subcommittee  approves  of  this  one-time  extension  with  the  understanding  that  the 
Department  intends  to  provide  all  the  information  we  have  requested  by  December  17, 
1993. 

In  order  to  avoid  any  misunderstanding,  I  would  like  to  again  state  what  information 
this  subcommittee  has  requested  and  what  information  you  have  committed  to  provide  to 
us  by  December  17,  1993: 

(1)  You  will  provide  complete  written  responses  to  the  issues  I  had  asked  you  to 
address  at  the  November  19, 1993  hearing-specifically,  questions  1, 2, 4, 5  and 
6  and  all  sub-questions  contained  therein  on  pages  one  and  two  of  my  letter 
to  you  on  October  4. 

(2)  You  will  provide  in  writing  a  brief  description  of  ajl  USDA  initiatives  to 
reform  meat  and  poultry  inspection  programs,  the  estimated  level  of  effort 
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needed  to  achieve  the  objective  (e.g.,  staff  years  and  resources),  the  projected 
time  tables  to  completion,  and  results  to  date.  For  example,  the 
subcommittee  expects  that  you  will  provide  information  on  all  activities 
associated  with  tie  Department's  Track  I  and  II  initiatives  as  well  as  the 
Pathogen  Reduction  Program. 

(3)  You  will  provide  more  complete,  detailed  and  understandable  information  on 
the  status  of  all  USDA  initiatives  to  reform  meat  and  poultry  inspection 
programs  than  was  provided  in  both  the  Department's  November  16  and  18 
draft  status  charts  on  the  Pathogen  Reduction  Program  (attachments  III  and 
IV).  As  requested  in  number  2  above,  for  each  initiative,  sub-initiative,  task, 
project,  step,  etc.,  please  provide  (a)  a  brief  description  of  the  initiative, 
especially  the  measurable  objectives  or  goals  of  each;  (b)  the  estimated  level 
of  effort  needed  to  achieve  the  objective  of  the  initiative  or  task  (e.g.,  staff 
years  and  resources);  (c)  the  projected  time  tables  to  completion;  and  (d)  all 
results  to  date. 

For  example,  on  page  2  of  your  November  18,  1993  draft  chart  under 
"Develop  rapid  methods,"  the  subcommittee  expects  that  you  will  provide 
more  specific  information  on  the  measurable  goals  of  this  initiative,  including 
all  related  tasks,  such  as  "Develop  and  validate  (number)  rapid  methods  to 
detect  (a  pathogen)  by  (date)  for  use  on  (ground  beef,  etc)."  The 
subcommittee  also  expects  that  you  will  provide  specific  information  on  the 
amount  of  resources  USDA  is  devoting  to  the  initiative  and  each  task,  the 
projected  time  tables  for  completing  each  task  and  the  overall  initiative  and 
all  results  to  date. 

(4)  You  will  provide  a  list  of  all  initiatives  to  reform  the  meat  and  poultry 
inspection  programs  that  have  not  yet  been  started  or  implemented. 

Let  me  also  convey  my  understanding  of  further  agreements  reached  between  our 
staffs  during  a  meeting  yesterday  morning: 

(1)  In  those  cases  where  you  may  be  unable  to  provide  precise  data,  such  as  with 
the  level  of  effort  or  the  amount  of  time  needed  to  complete  an  initiative,  you 
will  provide  the  Department's  best  estimate  and  explain  the  basis  of  the 
estimate.  In  the  event  you  are  unable  to  provide  precise  data  and  a  best 
estimate  you  will  explain  in  writing  to  the  subcommittee  by  December  17, 
1993,  why  the  Department  is  unable  to  provide  the  specific  information 
requested  by  that  date,  when  the  information  will  be  provided,  or  why  the 
information  cannot  be  provided. 
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(2)  You  will  present  the  information  requested  in  a  meeting  with  the 
subcommittee  staff  on  or  before  December  17,  1993,  and  resolve  any  open 
questions  on  the  material  provided  before  it  is  included  in  the  hearing  record 
of  November  19,  1993. 

Please  confirm  your  concurrence  of  this  understanding  of  the  information  vou  have 
promised  to  provide  the  subcommittee  on  December  17.  1993  in  writing  to  the 
subcommittee  by  close  of  business.  Wednesday.  November  24.  1993. 

Finally,  I  believe  it  is  important  to  state  to  you  that  Mr.  Branstool's  characterization 
of  the  subcommittee's  information  request  as  "additional"  and  "supplemental"  is  wrong. 
USDA  has  failed  to  comply  with  the  subcommittee's  earlier  requests  for  relevant 
information,  necessary  for  the  subcommittee  to  fulfill  its  oversight  responsibilities  pursuant 
to  Rules  X  and  XI  of  the  U.S.  House  of  Representatives. 

I  greatly  appreciate  Mr.  Branstool's  pledge  to  cooperate  fully  with  the  subcommittee 
in  this  matter.  I  hope  through  this  cooperative  relationship  that  the  subcommittee  can  avoid 
the  need  for  compulsory  process  to  obtain  the  information  you  have  promised  to  provide 
on  December,  17,  1993.  If  you  have  any  questions,  please  contact  Bill  Layden  at  202/225- 
2548. 


Towns 
ti  airman 
Subcommittee  on  Human  Resources 
and  Intergovernmental  Relations 


ET:bl 

Attachments  (4) 

cc:       The  Honorable  Steven  Schiff 
(Ranking  Minority  Member) 
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DEPARTMENT  OF  AGRICULTURE 

OFFICE  OF  THE   SECRETARY 
WAeHINSTON,    O.C    203S0 


November  22,  1993 


The  Honorable  Edolphus  Towns 

Chairman 

Government  Operations  Committee 

Subcommittee  on  Human  Resources 

and  Intergovernmental  Relations 
Ray burn  House  Office  Building 

Dear  Chairman  Towns: 

As  a  result  of  a  meeting  this  morning  between  USDA  staff  and  your  staff, 
we  are  confirming  that  the  additional  and  supplemental  Information 
that  you  have  requested  can  be  forwarded  to  your  committee  on 
December  17,  1993.   Mr.  Bill  Layden  of  your  committee  staff  has 
expressed  to  my  staff  that  this  extension  of  time  would  be  amenable 
to  you  and  the  committee. 

As  always,  I  look  forward  to  a  strong  working  relationship  with  your 
committee.   Confirmation  of  approval  by  letter  of  this  extension  of 
time  would  be  greatly  appreciated.   If  you  have  any  questions,  please 
feel  free  to  contact  Moe  Vela  or  myself  at  720-4256. 


Sincerely, 


EugeM  EranStool 

Assistant  Secretary 

Marketing  and  Inspection  Services 


AN  EQUAL  OPPORTUNITY  EMPLOYER 
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November  16,  1993 


MEMORANDUM 

TO:  Members  of  the  Subcommittee  on  Human  Resources  and 

Intergovernmental  Relations 

FROM:    Edolphus  Towns,  Chairman 

RE:  Continuation  of  Hearing:   "Reinventing  the  Federal  Food  Safety  System: 

USDA's  Progress  in  Reforming  Meat  and  Poultry  Inspection,"   Friday, 
November  19,  1993,  at  9:15  a.m.,  2247  RHOB 


I. 


INTRODUCTION 


On  Thursday,  November  4,  1993,  the  subcommittee  heard  testimony  from  several 
witnesses,  including  parents  of  E.  coli  0157:H7  victims,  on  the  lack  of  progress  the  U.S. 
Department  of  Agriculture  (USDA)  is  making  to  reform  meat  and  poultry  inspection. 
Several  witnesses  also  testified  on  the  need  to  transfer  meat  and  poultry  inspection 
functions  to  a  "public  health"  agency  because  of  the  perceived  conflict  in  USDA's  dual 
mission:   agriculture  production  and  consumer  protection.   (See  written  statements  of 
witnesses  and  my  memorandum  of  November  1,  1993.) 


II. 


OBJECTIVES  OF  THE  HEARING 


This  hearing  is  a  continuation  of  the  November  4,  1993  hearing  to  hear  testimony 
from  USDA  on 


(1)  what  progress  it  is  making  in  reforming  meat  and  poultry  inspection,  and 

(2)  whether  meat  and  poultry  inspection  responsibilities  should  be  transferred 
from  USDA  to  an  agency  with  a  more  "public  health"  mission. 
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The  USDA  hearings  are  the  first  in  a  series  of  hearings  on  the  need  to  revamp 
the  federal  food  safety  system.   Subsequent  hearings  will  focus  on  FDA's  role  and 
options  for  reinvention. 

III.      WITNESSES 

Eugene  Branstool,  Assistant  Secretary,  Marketing  and  Inspection  Services,  and 
other  USDA  staff  will  testify  on  November  19.   We  have  not  invited  any  other  witnesses. 
We  expect  that  the  USDA  staff  supporting  Mr.  Branstool  will  include  Ms.  Pat  Jensen, 
Deputy  Assistant  Secretary,  Marketing  and  Inspection  Services,  and  Dr.  Russell  Cross, 
Administrator,  Food  Safety  and  Inspection  Service. 

VI.        MAJOR  ISSUES 

A.         SAFETY  OF  MEAT  AND  POULTRY  AND  ADEQUACY  OF  USDA'S 
INSPECTION  PROGRAMS 

In  two  letters  to  the  Secretary,  USDA  on  October  4,  1993  and  on  November  8, 
1993,  we  asked  USDA  to  address  the  following  issues: 

(1)  What  are  the  primary  risks  to  public  health  associated  with  meat  and 
poultry?   Do  these  risks  differ  significantly  from  those  posed  by  other  food 
products,  such  as  buffalo  meat,  shellfish,  or  low-acid  canned  food?   If  so, 
how?   What  rationale  exists,  other  than  an  historical  one,  to  justify 
differences  in  the  approach  and  intensity  of  the  federal  government's 
inspection  and  regulation  of  different  food  products  and  commodities? 

(2)  To  what  extent  is  the  present  meat  and  poultry  inspection  system  designed 
to  prevent,  control,  reduce,  or  eliminate  the  primary  risks  to  public  health 
associated  with  meat  and  poultry  products?   What  are  the  gaps  and 
limitations  in  the  present  system's  ability  to  manage  these  risks?  To  what 
extent  is  the  present  system  designed  to  control  animal  diseases  and 
economic  adulteration? 

(3)  What  is  the  status  of  USDA's  efforts  to  reform  and  modernize  the  meat 
and  poultry  inspection  system? 

(4)  What  more  needs  to  be  done  to  further  reduce  and  prevent  the  risks  to 
public  health  from  meat  and  poultry  products? 

(5)  What  would  an  optimal  federal  food  safety  system  look  like?   What  should 
be  the  major  components  and  guiding  principles  of  an  optimal  system? 
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What  options  exist  for  developing  and  implementing  such  a  system? 

(6)       Should  the  federal  government  revamp  its  food  safety  system  and,  if  so, 
how? 

B.         STATUS  OF  USDA'S  REFORM  INITIATIVES 

On  November  8,  1993,  we  again  asked  Secretary  Espy  to  provide  the  following 
information  in  writing  by  Monday,  November  15,  1993:   a  brief  description  of  aU  USDA 
initiatives  to  reform  the  meat  and  poultry  inspection  programs,  the  estimated  level  of 
effort  needed  to  achieve  the  objective  (e.g.,  staff  years  and  resources),  the  projected  time 
tables  to  completion,  and  results  to  date.   On  Tuesday,  November  16,  1993,  Dr.  Jill 
Hollingsworth,  Assistant  to  the  Administrator,  FSIS,  Ms.  Linda  Swacina,  Deputy 
Director,  Legislative  Affairs,  FSIS,  and  Ray  Callstrom,  Acting  Assistant  Deputy 
Administrator,  Inspection  Operations,  FSIS,  met  with  subcommittee  staff  and  discussed 
the  attached  draft  status  report  of  the  pathogen  reduction  program  initiatives  (the 
centerpiece  of  Secretary  Espy's  initiatives). 

The  status  report  indicates  that  USDA  has  "completed"  or  "accomplished"  many 
specific  components  and  elements  of  the  initiatives  that  Secretary  Espy  and  staff 
presented  in  testimony  on  February  5,  1993  before  a  subcommittee  of  the  Senate 
Agriculture  Committee.1   According  to  Dr.  Hollingsworth,  USDA,  in  fact,  has  made  a 
tremendous  amount  of  progress  in  developing  and  integrating  the  pathogen  reduction 
program  into  USDA's  everyday  business.   She  added  that  in  the  8  months  that  have 
elapsed  since  the  February  hearing  the  Department  has  expended  a  tremendous  amount 
of  effort  to  "complete"  these  initiatives  and  many  more  have  been  "initiated." 

During  the  staff  briefing  it  became  clear  that  many  of  the  activities  and  projects 
that  USDA  considers  "complete"  or  "accomplished"  represent  USDA's  determination  that 
the  work  needed  to  implement  the  initiative  has  been  "completed,"  but  that  the  activity 
itself  is  on-going  or  incomplete.  This  is  especially  true  for  research  projects  where  there 
are  no  fixed  end  points.   Dr.   Hollingsworth  noted  that  many  of  the  initiatives  are  not 
discrete  projects  with  finite  end  points,  but  rather  represent  the  implementation  of  new 
programs  that  will  continue  indefinitely  or  new  research  projects  the  end  point  of  which 
will  be  determined  by  the  research  yet  to  be  conducted. 

Dr.  Hollingsworth  declined  to  quantify  USDA's  progress  in  terms  of  the  number 
of  initiatives  completed  or  initiated  because  she  thinks  that  the  reform  efforts  have  so 
evolved  since  the  February  hearing  that  the  efforts  are  now  part  of  daily  business  and 


1U.S.  Senate,  "Food  Safety  and  Government  Regulation  of 
Coliform  Bacteria,"  Hearing  before  the  Subcommittee  on 
Agricultural  Research,  Conservation,  Forestry,  and  General 
Legislation,  Committee  on  Agriculture,  Feb.  5,  1993. 


189 


not  discrete  projects.   She  added  that  the  numbers  she  used  during  the  February  hearing 
were  rough  approximations  that  she  developed  during  the  course  of  the  testimony.   She 
believes  that  the  Department  has  exceeded  the  progress  that  she  estimated  because  she 
believes  that  many  more  than  14  initiatives  have  been  "completed"-implemented. 

Time  has  not  permitted  subcommittee  staff  to  analyze  fully  the  draft  status  report 
provided  and  several  data  points  remain  incomplete.   USDA  staff  promised  to  provide 
further  information  as  part  of  the  Department's  written  statement  expected  on  November 

C.        VICE  PRESIDENT'S  RECOMMENDATION 

See  my  memorandum  of  November  1,  1993,  for  more  information  on  this  issue. 


Attachments 
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ATTACHMENT   I 


t:    *       \ 


PATHOGEN  REDUCTION  PROGRAM  INITIATIVES 


INITIATIVE 

DESCRIPTION 

STATUS 

LIVE  ANIMAL  ACTIVITIES 

Conduct  comprehensive  research 

Determine  the  source  and  incidence  of 
E.  coli  0157:H7  and  other  pathogens. 

-  APHIS  has  lead. 

-  FSIS  personnel  detailed  to  project. 
All  data  collection  for  E.  coli 
research  project  in  Ft.  Collins  will  be 
collected  by  December  1993. 
Results  to  be  available  m  early  1994. 

Conduct  epidemiological  field  studies 
for  risk  analysis,  control,  and 
intervention  strategies. 

Ongoing  for  E.  coli.    Future  data 
collection  will  address  additional 
commodities  and  pathogens. 

Collect  baseline  data  on  pathogen 
presence  and  monitor  for  trends, 
geographic  differences  and  causal 
links. 

APHIS  has  begun  long-term  plannmg 
with  CDC,  FDA,  FSIS. 
Investigation  protocols  being 
developed  for  future  and  respective 
roles  being  identified.   APHIS 
continues  involvement  in  traceback 
investigations  of  food -borne  illnesses 

Conduct  on-farm  investigations 

Conduct  targeted  on-farm 
investigations  to  confirm  current 
assumptions  about  sources  and  good 
preventive  measures  that  can  be 
quickly  implemented. 

Develop  rapid  methods 

Develop  rapid  tests  and  other  methods 
necessary  to  identify  pathogens  at  (he 
critical  points  in  live  animals. 

Establish  methods  for  the 
identification  and  traceback  of 
animals 

To  facilitate  on-farm  prevention 
programs  and  permit  better 
investigation  of  the  source  of  E.  coli 
0157:H7. 

-  Initiated 

■  Legislative  authority  needed. 

-  Legislative  package  including 
idVtraceback  under  administrative 
clearance. 

Develop  on-farm  pathogen 
prevention  program/models 

Support  research  for  pathogen 
prevention,  including  development  of 
vaccines. 

-  Completed  and  ongoing 

-  FSIS  funded  research  on  vaccine 
development  at  University  of 
Georgia. 

-  FSIS  is  analyzing  research  findings 
and  international  experience  to 
develop  models. 

tL%*i 
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p.5>  ACT 


Integrate  and  analyze  data  on 
pathogens  from  State,  universities, 
veterinary  diagnostic  laboratories,  and 
FSIS  data  base. 

APHIS  has  begun  identifying 
research  needs  with  ARS:    Results  of 
this,  other  research,  and  ongoing 
APHIS  studies  should  lead  to 
prevention  models  before  1995. 
Workshops  in  strategies  for 
managing  preharvest  food  safety  arc 
planned  for  1994. 

Work  with  producers  to  introduce 
voluntary,  industry-supported  herd 
certification      program. 

SLAUGHTER  PLANT 
ACTTVITIES 

Expand  microbiological  baseline 
program 

Immediately  add  cows  to  national 
microbiological  baseline  monitoring. 

-  Completed. 

-  Cow-bull  monitoring  initiated  8/93. 

-  Monitoring  is  ongoing. 

Also  expand  to  poultry  and  swine. 

-  Initiated. 

-  Poultry  and  pork  study  concept 
papers  distributed  to  scientific 
reviewers.   Studies  will  begin  in 
1994. 

Encourage  plants  to  collect 
microbiological  data. 

-  Completed. 

-  Accomplished  through  speeches, 
meetings,  conventions,  etc. 

Use  data  to  establish  targets  for 
reducing  pathogens. 

-  Initiated. 

Conduct  steer/heifer  survey. 

-  Completed  9/93. 

-  Report  to  be  issued  12/93. 

-  Additional  monitoring  of 
steers/heifers  ongoing. 

Evaluate  current  slaughter  and 
processing  methods.  Assure  they 
are  adequate  to  reduce  carcass 
contamination  and  prevent 
temperature  abuse  and  other 
potential  causes  of  bacteria 
proliferation 



Reinforce  mandatory  trimming  of  all 
fecal  and  milk  contamination  in 
slaughter  operations. 

-  Completed. 

-  Memos  to  inspectors  sent  2/1  and 
3/2/93. 

-  AQL  changed. 

Implement  a  stronger  pre-operational 
sanitation  inspection  program  in  meat 
slaughter  plants. 

-  Initiated. 

-  Plan  completed. 

-  Union  negotiations  completed. 

-  Training  underway. 

Begin  pre-op  sanitation  micro- 
monitoring  study  for  poultry. 

-  Initiated. 

-  Plan/Protocol  completed 

-  Pilot  testing  underway 

-  Study  to  begin  1/94. 

Revise  Sanitation  Handbook  issued  to 
all  inspectors. 

-  Revisions  underway. 

-  Completed  Handbook  expected  in 
early  1994. 
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Develop  rapid  methods 

Develop  rapid  tests  and  other  methods 
necessary  to  identify  pathogens  at  the 
critical  points. 

-  Initiated. 

-  FSIS  published  FR  announcement 
on  8/12  stating  criteria  for  rapid  test 
needs. 

Use  organic  acid  and  other 
prevention  systems 

Encourage  use  of  organic  acid  sprays 
or  other  prevention  systems  to  reduce 
pathogens  on  surfaces  of  beef 
carcasses.   If  voluntary  use  is 
inadequate,  mandate  use. 

-  Completed. 

-  Mandatory  use  not  supportable  at 
this  time. 

-  TSP  use  expanded  to  turkeys. 

-  Testing  on  beef  hide  dehairing . 

Critical  Control  Point  (CCP) 
Microbiological  Verification 
Testing 

Monitor  for  CCP's  in  beef  slaughter 
plants  for  total  coliforms.  E.  coli  and 
Aerobic  plate  count  to  determine 
adequacy  of  plant's  process  control. 

-  Initiated. 

-  Testing  begun  1 1  /93 . 

Study  on  beef  carcass  washing  v. 
trimming 

Develop  protocol  for  scientific  review 
approval 

-  Completed. 

Study  to  determine  which  is  more 
effective  in  removing  fecal 
contamination. 

-  1-year  study  scheduled  to  begin  in 
11/94. 

Test  "disabled"  and  other 
"suspect"  animals 

Test  disabled  animals  to  determine  if 
pathogens  are  more  prevalent. 

-  Initiated. 
-Study  begun  9/93. 

Enhance  veterinary  coverage  of 
higher  risk  slaughter  plants 

Evaluate  veterinary  staffing  in  higher 
risk  slaughter  plants  to  ensure  that 
public  health  expertise  is  proportional 
to  the  risk. 

-  Completed. 

-  Veterinarian  reassignments  made 
and  ongoing  as  other  problems  plants 
identified. 

Mandate  records 

Issue  regulations  to  strengthen 
requirements  that  slaughter  plants 
maintain  complete  and  accurate 
records  of  all  their  transactions 
(purchases  and  sales).   Focus  on 
records  that  facilitate  traceback  and 
control  measures. 

-  Initiated. 

-  Regulations  under  review. 

-  Publication  target  is  January  1994. 

Tighten  enforcement  through 
unannounced  reviews  of  slaughter 
plants 

Conduct  unannounced  reviews  of 
meat  plants  to  determine  effectiveness 
of  inspection. 

-  Completed  and  ongoing. 

-  Several  plants  shut  down  from  a 
few  hours  to  a  few  days  to  correct 
deficiencies. 

Control  bacteria  in  trimmings 

Establish  and  enforce  strict  time  and 
temperature  requirements  to  reduce 
bacteria  proliferation  in  meat 
trimmings.   Include  steps  to  monitor 
storage  and  transportation.    Restrict 
use  of  incoming  products  that  exceed 
established  temperatures. 

-  Initiated. 

-  Review  of  procedures  and 
development  of  possible  approaches 
underway. 

-  Analyzing  existing  data  to  establish 
scientific  basis. 

Finalize  "patties"  regulation 

Issue  final  regulation  for  cooking  and 
handling  of  patties  produced  at 
federally  inspected  establishments. 
Mandate  handling  instructions  for 
partially  cooked  products. 

-  Completed. 

-  Final  regulation  published  8/93. 
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Pending  the  effective  date  of  the  final 
rule,  issue  instructions  to  field 
inspectors  to  encourage  voluntary 
compliance  and  report  any  significant 
deviations  immediately. 

-  Completed. 

-  Inspectors  issued  special 
thermometers  for  monitoring  internal 
patty  temperature. 

-  Instructions  for  monitoring/use  of 
thermometers  provided. 

Also  issue  regulations  for  other  ready- 
to-eat  beef  products. 

-  Initiated. 

-  Rule  drafted. 

-  Impact  analysis  underway. 

Mandate  safe  handling  labels 

Mandate  safe  handling  instructions  for 
labels  on  all  raw  meat  and  poultry 
products. 

-  Completed. 

-  Proposed  regulation  published 
11/93. 

Test  raw  ground  beef 

Test  raw  ground  beef  patties  for  total 
coliforms,  E.  coli  and  Aerobic  Plate 
Count. 

-  Initiated. 

-  Testing  began  11/93. 

Research  irradiation 

Give  immediate  priority  to  research  to 
support  a  petition  for  FDA  approval 
of  irradiation  for  fresh  ground  beef 
and  beef  trimmings 

-  Completed. 

-  Outside  research  concluded. 

-  Proposal  to  fund  petition  forwarded 
for  Department  decision. 

Evaluate  inspection  in  processing 
plants 

Use  potential  public  health  risk  to 
make  staffing  and  inspection  task 
adjustments  in  processing  plants. 

-  Completed  and  ongoing  as  part  of 
PBIS. 

**  Update  Sanitation  Handbook 
issued  to  all  inspectors. 

"Repeat  of  slaughter  plant  entry. 

-  Initiated. 

-  Revisions  underway. 

-  Completed  Handbook  expected  in 
1994. 

Recordkeeping  requirements 

**  Assure  that  processing  plants 
maintain  complete  and  accurate 
records  of  all  their  transactions 
(purchases,  formulations,  and  sales). 
Focus  on  records  that  aid  in 
identification  and  traceback. 

**  Repeat  of  live  animal  entry. 

-  Initiated. 

-  Legislative  authority  needed. 

-  Legislative  package  including 
id/traceback  under  administrative 
clearance. 

FOOD  SERVICE  STEP 
ACTIVITIES 

Sponsor  teleconference 

Invite  the  Department  of  Health  and 
Human  Services  to  join  with  USDA 
in  sponsoring  a  teleconference  for 
State  and  local  public  health 
authorities  to  share  information  on 
such  subjects  as  food  safety 
requirements  and  their  enforcement. 

-  Completed. 

-  Teleconference  held  9/1 . 

-  Other  teleconferences  may  be  held 
due  to  favorable  participant  reaction. 

Help  State  enforcement  programs 

Using  the  teleconference  as  the  first 
step,  actively  lead  a  major  initiative  to 
cooperate  with  States  to  provide 
emergency  and  ongoing  Federal 
assistance  and  advice.  Stress  the  need 
for  better  enforcement  of  safety 
standards  in  retail  stores  and 
restaurants. 

-  On-going. 

-  In  response  to  requests  from  States, 
FSIS  is  developing  a  video  on  how 
to  test  meat  and  poultry. 
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Educate  food  handlers 

Use  the  targeted  education  program 
for  food  service  employees,  day  care 
centers,  nursing  homes  and  similar 
institutions  to  stress  proper  cooking 
and  handling. 

-  Completed  and  will  be  ongoing. 

-  FNS  distributing  food  safety 
information  through  the  FNS  Child 
Care  Food  Program. 

-  FSIS  is  preparing  a  video  of  food 
safety  for  use  in  training  programs 
for  child  care  supporters. 

Educate  fast  food  restaurant 
employees 

Call  upon  corporate  leaders  of  fast 
food  "chains"  and  other  restaurants  to 
educate  their  food  service  employees 
and  follow  up  to  ensure  that 
information  is  understood  and  applied 
correcdy. 

-  Completed. 

Label  school  lunch  products 

Require  "safe  handling"  inserts  and 
prominent  cooking  labels  on  all 
school  lunch  products. 

-  Completed. 

-  FNS  also  sending  notices  to 
facilities  that  obtain  USDA-purchased 
foods  to  provide  posters  and  other 
information  about  safe  handling. 

Send  notices  to  School  Food  Service 
Directors  to  alert  them  to  concerns 
about  thorough  cooking. 

Consider  a  similar  campaign  for  other 
Federal  facilities  (military.  Veterans 
hospitals,  etc.) 

Enhance  model  codes 

Work  with  FDA  and  the  States  to 
assure  adequate  controls  in  the  model 
retail  code. 

-  Completed. 

-  Model  Code  announcement 
pending. 

CONSUMER  AWARENESS 
STEP  ACTIVITIES 

Enhance  consumer  awareness 
campaign 

Develop  a  national  consumer 
awareness  campaign  to  stress 
improved  public  understanding  of  the 
risks  of  unsafe  food  handling 
practices.  Prepare  specialized 
materials  for  the  campaign,  such  as 
columns  for  small  newspapers, 
information  for  magazine  articles, 
video  news  releases  and  media 
packages. 

-  Completed  and  ongoing. 

Promote  materials 

Promote  existing  and  new  consumer 
education  materials.   Work  with 
"information  multipliers."  such  as 
State  Extension  agents,  industry 
groups,  academic  institutions  and 
consumer  and  health  groups  to 
maximize  distribution. 

-  Completed  and  ongoing. 

Expand  food  safety  education 

Increase  cooperative  efforts  with  other 
agencies  and  organizations  who  share 
roles  as  food  safety  educators. 

-  Completed  and  ongoing. 
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FEDERAL  GOVERNMENT 
PROCESS 

Improve  Inspection  --  USDA 
will  improve  its  meat  inspection 
program  to  respond  to  the  known 
microbial  risks  to  the  public 
health.    Food  inspectors  and 
veterinarians  will  be  trained  and 
provided  with  the  technology,  such 
as  diagnostic  tools  and  information 
systems,  needed  for  modem 
inspection. 

Hire  200  new  inspectors. 

-  Completed. 

FSIS  HACCP  training  team  selected 
to  identify  training  needs,  resource 
requirements,  etc. 

-  Initiated. 

Implement  training  of  inspectors  to 
conduct  micro  monitoring. 

-  Completed. 

Develop  HACCP  education  program 

-  Initiated. 

USDA  Pathogen  Reduction  Task 
Force 

An  interagency  task  force  will  be 
formed  to  address  other  needs  - 
research,  regulatory,  etc.  -  that  will 
aid  in  future  prevention  activities. 

-  Initiated. 

Reorganize  FSIS  HQ 

Reorganize  FSIS  Headquarters  to 
ensure  future  inspection  needs  are 
met. 

-  Initiated. 

-  Reorganization  proposal  submitted 
for  approval. 

Establish  new  division  for  ongoing 
Special  Reviews. 

-  Completed. 

-  FSIS  Office  of  Review  and 
Assessment  established. 

Establish  FSIS  position  at  CDC  for 
better  coordination  between  Agencies. 

-  Completed. 

•  Interviews  of  candidates  underway. 

Form  public  health  division  within 
FSIS. 

-  Completed. 

-  Consultations  underway  with  Office 
of  the  Surgeon  General  and  Public 
Health  Service  for  candidates  to  head 
division. 

Expand  research  authorities  within 

USDA 

Publish  regulation  permitting 
Agencies  other  than  ARS  to  contract 
for  research. 

-  Completed. 

-  Regulation  permitting  FSIS  to 
contract  for  or  conduct  research 
published  8/12/93. 
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ATTACHMENT  II 


PATHOGEN  REDUCTION 
(Dollars  in  thousands) 


A.  Control  bacterial  proliferation 

B.  Improve  current  processing  procedures 

C.  Finalize  "patty"  docket  &  controls  on  similar  products 

D.  Mandate  safe— handling  labels 

E.  HACCP  micro  monitoring 

F.  Inspector  Training 


0 
G 
0 
0 
1,000 
0 


A  Sponsor  teleconference 

B.  Assist  State  enforcement  programs 

C.  Educate  food  handlers 

D.  Educate  fast  food  chain  employees 


K-GM»UD»M)eiUDYrBL.WD 
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BREAKDOWN  OF  THE  $8,000,000  FOR  PATHOGEN  REDUCTION 


PRE-HARVEST  PRODUCTION  ACTIVITIES  $250,000 

On  Farm  Investigations    $100,000 
Animal  ID  and  traceback   $150,000 

DEVELOP  RAPID  METHODS  $1,000,000 

Methods  Development  research 

POST  HARVEST  ACTIVITIES  $1,000,000 

Slaughter  and  processing  research 

RISK  ANALYSIS  $150,000 

Quantitative  risk  analysis 

SLAUGHTER  PLANT  ACTIVITIES  $4,000,000 

Expand  the  microbiological  baseline  $2,500,000 
HACCP  micro  monitoring   $1,500,000 

PROCESSING  PLANT  ACTIVITIES  $1,000,000 

HACCP  micro  monitoring 

FOOD  SERVICE  AND  RETAIL  ESTABLISHMENTS  $300,000 

Educate  food  handlers  $200,000 
Educate  fast  food  chain  employees  $100,000 

CONSUMER  AWARENESS  $300,000 

Intensify  Consumer  Awareness  Campaign  $150,000 
Expand  food  safety  education   $150,000 

TOTAL $8,000,000 
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DEPARTMENT    OF    AGRICULTURE 

OFFICE    OF    THE    SECRETARY 
WASHINGTON,    D.C.    20250 


Honorable  Edolphus  Towns 

Chairman 

House  Committee  on  Government  Operations 

Subcommittee  on  Human  Resources  and 

Intergovernmental  Relations 
2157  Rayburn  House  Office  Building 
Washington,  D.  C.   20515 

Dear  Mr.  Chairman: 

I  am  forwarding  to  you  additional  information  on  the  U.  S. 
Department  of  Agriculture's  programs  and  policies  as  a  follow  up 
to  your  subcommittee  hearings  on  November  4  and  19,  and  to 
respond  to  the  request  of  your  correspondence. 

Specifically,  in  your  letter  to  Secretary  Espy  dated  October 
4,  1993,  you  asked  six  questions  concerning  meat  and  poultry 
inspection.   The  answer  to  each  of  these  questions  is  attached. 

I  hope  this  information  will  be  helpful  to  you  and  the 
Members  of  your  subcommittee.   If  you  have  any  additional 
questions,  please  let  me  know  and  I  will  respond  to  your  reqi-.er-t. 


Sfhcerely, 


n 


Eugene    Branf;tool 

Assistant   Secretary, 

Marketing    &    Inspection   Fervicets 


Subcommittee  Note. --This   information,  which  was  received  on  December  17,   1993, 
is   retained  in  the  subcommittee's   files.   However,   it  was   superceded  by  USDA's 
January  25,   1994,   submission. 


an  I  QUA     OPPORi     N'Tv  i  ■.' 
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AG  Box  0109 

DEPARTMENT   OF   AGRICULTURE 

OFFICE    OF    THE    SECRETARY 
WASHINGTON,    D.C.    20250 

(202)  720-4256 


January  25,  1994 


The  Honorable  Edolphus  Towns 
United  States  Congress 
2232  Rayburn  House  Office  Building 
Washington,  D.C.  20515-3210 

Dear  Congressman  Towns: 

Enclosed  is  an  updated  copy  of  Responses  to  Questions  of  October  4.  1993  and  Appendix 
A  for  the  December  17,  1993  document  submitted  by  Assistant  Secretary  Gene  Branstool 
to  the  Subcommittee  on  Human  Resources  and  Intergovernmental  Relations  of  the  House 
of  Representatives'  Committee  on  Government  Operations.  I  appreciate  the  opportunity 
to  update  these  materials. 

You  will  notice  that  Appendix  A  has  been  divided  into  Type  of  Activity  and  then  subdivided 
by  initiative.  All  activities  pertaining  to  a  particular  initiative  are  easily  discernable  in  this 
format.  You  will  also  notice  that  enclosed  within  Appendix  A  is  a  tab  labeled  "New 
Initiatives"  consisting  of  two  Activity  Charts  (charts  A-47  and  A-48)  which  were  not  included 
in  the  December  17  submission.  These  two  charts  reflect  activities  which  I  believe  have 
been  discussed  with  the  Subcommittee  subsequent  to  Assistant  Secretary  Branstool's  initial 
submission  of  materials  on  November  19,  1993. 

I  trust  you  will  find  this  substitute  material  satisfactory.  If  you  need  additional  information, 
do  not  hesitate  to  call  me  or  Martin  Rookard  cf  my  staff. 


icere  , 


Sincerely, 

Patricia  Jensen    (J 
Acting  Assistant  Secretary 
Marketing  &  Inspection  Services 


AN  EQUAL  OPPO"TuN'TV   EMPLOYER 
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Responses  to  Questions  of  October  4,  1993 

1.    (a)  What  are  the  primary  risks  to  public  health  associated 
with  meat  and  poultry? 

The  primary  risks  to  public  health  from  all  food  sources, 
including  meat  and  poultry,  can  be  categorized  as  physical, 
chemical,  and  biological.   Physical  hazards  can  include  such 
things  as  metal,  glass  or  other  unidentified  ingredients. 
Chemical  hazards  can  include  residues  of  animal  drugs, 
pesticides,  or  environmental  contaminants.   Biological  hazards 
include  those  associated  with  both  diseases  and  microbial 
pathogens . 

The  degree  of  risk  to  public  health  is  attributable  to  the 
inherent  nature  of  the  food  itself,  the  environment  in  which  it 
is  grown  and  processed,  and  the  effectiveness  of  the  controls 
used  in  its  preparation,  handling,  and  storage.   It  is  partially 
based  on  these  variables  that  it  was  determined  that  USDA's  food 
safety  initiatives  must  include  each  step  of  the  production  of 
food  --  from  farm  to  table. 

Centers  for  Disease  Control  data  for  the  period  1983-1987  reveal 
that  among  all  foodborne  illness  outbreaks  in  which  the  etioloqy 
was  determined,  bacterial  pathogens  caused  the  largest  number  of 
outbreaks  (66%);  chemical  agents  caused  26%;  parasites,  4%;  ar.d 
viruses,  5%  of  the  outbreaks.   The  etiology  was  not  determined  :r. 
about  60%  of  all  outbreaks.   This  data  is  found  at  tab  B. 

These  findings  were  echoed  in  a  1985  report  on  the  scientific 
basis  of  the  meat  and  poultry  inspection  program  that  was 
commissioned  by  the  Food  Safety  and  Inspection  Service  (FSIS) , 
when  a  National  Academy  of  Sciences  (NAS)  committee  identified 
biological  agents  and  chemical  agents  as  the  principal  threats  to 
public  health  in  meat  and  poultry.   The  committee's  report  stated 
that,  among  the  biological  agents,  Salmonella  and  Campylobacter 
were  among  the  most  significant  public  health  hazards.   These 
bacteria  are  currently  known  to  reside  in  the  digestive  tracts  cf 
healthy  animals. 

In  addition,  foodborne  disease  can  be  caused  by  organisms  in  meat 
and  poultry  that  are  located  outside  of  the  digestive  tract. 
These  diseases  include  toxoplasmosis,  trichinosis,  cysticercosis 
(caused  by  tapeworms) ,  and  botulism.   Toxins  from  molds  and  other 
microorganisms,  such  as  aflatoxin  B1(  also  have  public  health 
implications  for  the  consumer  of  meat,  poultry,  and  other 
products . 

The  sources  of  such  contaminants  can  be  production-related  or 
processing-related  and  the  contamination  can  result  from  the  use 
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of  agricultural  chemicals  or  from  exposure  to  chemicals  in  the 
environment.   Examples  of  the  use  of  chemicals  that  could  lead  to 
residues  in  meat  and  poultry  (and  other  foods)  are  the 
application  of  pesticides  and  fertilizers  to  facilitate  the 
growth  of  crops,  including  those  used  as  animal  feed.   Sources  of 
chemical  residues  in  meat  and  poultry  also  include  therapeutic 
and  subtherapeutic  uses  of  antibiotics  and  sulfonamides  to 
control  disease  and  promote  growth  in  livestock  and  poultry. 

Because  FSIS  has  made  substantial  progress  in  controlling 
chemical  residues,  the  primary  risks  currently  associated  with 
the  consumption  of  meat  and  poultry  products  remain  those  arising 
from  microbial  pathogens  associated  with  raw  meat  and  poultry. 
The  CDC  has  identified  outbreaks  of  foodborne  illness  attriouted 
to  the  consumption  of  chicken,  pork,  and  beef  products 
contaminated  with  Salmonella,  Campylobacter ,  Listeria 
monocytogenes .  or  Escherichia  coli. 

In  the  CDC  report  found  at  tab  B  detailing  foodborne  disease 
outbreaks  in  the  U.S.  during  a  fifteen  year  period  (1973-1987), 
the  CDC  reported  the  following: 

in  7,458  outbreaks  involving  273,545  cases,  Salmonella 
accounted  for  42%  of  the  outbreaks  due  to  bacterial 
pathogens ; 

the  specific  food  causing  an  outbreak  was  identified  in  50% 
of  the  outbreaks,  (beef  accounted  for  9%,  pork  for  7%,  and 
poultry  for  7%) ; 

although  beef  remains  a  major  vehicle  for  foodborne  illness, 
the  proportion  of  outbreaks  and  cases  associated  with  beef 
decreased  steadily  over  the  15-  year  period;  and 

bacteria  not  previously  recognized  as  important  foodborne 
pathogens  that  emerged  during  the  study  period  included 
Campylobacter  jejuni.  E.  coli  0157:H7,  and  Listeria 
monocytogenes . 

(b)   Do  these  risks  differ  significantly  from  those  posed  by 
other  food  products,  such  as  buffalo  meat,  shellfish,  or 
low-acid  canned  food?   If  so,  how? 

The  risks  associated  with  bison  meat  are  essentially  the  same  as 
those  associated  with  beef. 

The  risks  associated  with  the  processing  of  canned  meat  and 
poultry  products  are  essentially  the  same  as  those  associated 
with  other  kinds  of  canned  food,  and  the  regulations  enforced  by 
FSIS  with  respect  to  canned,  shelf -stable  meat  and  poultry 
products  are  essentially  the  same  as  those  enforced  by  FDA  for 
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other  types  of  canned,  shelf-stable  food. 

The  main  hazards  associated  with  shellfish  are  microbial 
pathogens  and  toxins.   The  types  of  organisms  and  substances  of 
concern  vary  somewhat  from  those  associated  with  meat  and  poultry 
products,  but  the  health  and  safety  concerns  are  similar  in 
nature  to  those  involving  raw  and  processed  meat  and  poultry. 

Shellfish  can  acquire  pathogenic  microorganisms  or  toxins  from 
the  natural  aquatic  environment,  from  sewage-contaminated 
harvesting  areas,  and  from  contamination  by  workers,  utensils, 
environmental  conditions,  and  equipment  during  harvesting, 
processing,  distribution,  and  food  preparation.   Even  freshly 
caught  fish  and  shellfish  from  unpolluted  waters  may  contain 
pathogens  such  as  Clostridium  botulinum  type  E  and  Vibrio 
parahaemolvticus . 

For  many  of  the  fish-borne  and  shellfish-borne  diseases,  faulty 
harvesting  or  postharvesting  practices  are  the  cause  of  outbreaks 
of  disease.   Included  in  this  category  are  outbreaks  caused  by  C. 
botulinum,  V.  parahaemolyticus.  Staphylococcus  aureus,  hepatitis 
A,  scombroid  poisoning,  Salmonella,  Shigella,  and  Clostridium 
perf ringens .   In  cases  of  botulism,  staph  poisonings,  and 
clostridial  infections,  time-temperature  abuse  of  the  raw  fish 
usually  is  involved.   For  V.  parahaemolvticus  infection,  time- 
temperature  abuse  of  raw-contaminated  or  post -heat -contaminated 
seafood  is  necessary.   Salmonella,  Shigella,  and  hepatitis  A  may 
enter  seafood  either  from  contaminated  waters,  from  contaminated 
post-harvest  procedures,  or  from  contamination  post-heating  and 
cause  disease  in  humans.   Fish  and  shellfish  that  have  ingested 
certain  types  of  toxic  dinof lagellates  can  be  directly 
responsible  for  outbreaks  of  paralytic  shellfish  poisoning  (PSP) 
and  ciguatera.   A  General  Accounting  Office  report  on  seafood 
safety  and  consumer  protection  provides  additional  information 
and  can  be  found  at  tab  D. 


(c)   What  rationale  exists,  other  than  an  historical  one,  to 
justify  differences  in  the  approach  and  intensity  of  the 
Federal  Government's  inspection  and  regulation  of  different 
food  products  and  commodities? 

An  important  rationale  that  justifies  the  differences  in  the 
approach  and  intensity  of  food  inspection  is  the  difference  in 
risk  between  various  food  products.   Meat  and  poultry  products 
present  a  special  risk  for  potential  foodborne  disease  for  a 
number  of  reasons.   These  include  the  following: 

Bacteria  are  part  of  the  normal  flora  of  meat  and  poultry 
animals.   Some  of  these  organisms  can  be  pathogenic  to 


203 


humans.   This  is  usually  not  the  case  with  non-animal  food 
commodities  such  as  fruits  and  vegetables  which  may  be 
cross-contaminated  with  pathogenic  organisms,  but  are  not 
normally  a  natural  host  for  bacteria. 

The  chemical  and  physical  make-up  of  meat  and  poultry  is 
such  that  it  supports  the  growth  of  bacteria  and  provides  a 
medium  in  which  certain  organisms  cannot  only  survive  but 
rapidly  multiply.   This  is  not  necessarily  true  with  other 
food  commodities. 

In  determining  the  risk  involved  with  any  food,  one 
consideration  is  the  "sensitivity  of  the  product." 
Sensitivity  is  determined  by  how  well  bacteria  can  survive 
in  or  on  the  product  and  whether  there  is  a  potential  for 
microbiological  abuse  of  the  product  in  its  production, 
distribution,  or  handling.   Meat  and  poultry  products  under 
this  definition  must  be  considered  sensitive  products 
because  they  can  naturally  contain  harmful  bacteria  and  the 
potential  for  microbiological  abuse  is  significant.   The 
nature  of  the  product  is  such  that  this  kind  of  abuse  could 
render  the  product  harmful  when  ingested  by  humans. 

Meat  and  poultry  are  tested  by  FSIS  for  pesticide  residues  based 
upon  the  potential  for  misuse  or  abuse  of  individual  pesticides. 
The  potential  for  a  pesticide  residue  on  a  fruit  or  vegetable 
commodity  is  as  great  --  if  not  greater  --  than  a  similar  residue 
being  found  in  a  meat  or  poultry  product.   Consequently,  the 
intensity  of  the  Federal  Government's  inspection  for  pesticide 
residues  can  vary  among  food  products  based  on  risk  to  the  public 
health. 

Another  important  rationale  for  differences  in  the  approach  and 
intensity  of  inspection  of  different  food  products  remains  the 
historical  rationale.   The  United  States  enacted  its  first 
inspection  law  in  1890,  mainly  to  shore  up  confidence  in  U.S. 
products  among  buyers  in  foreign  countries.   In  1906,  however, 
the  concerns  of  domestic  consumers  were  raised  by  Upton 
Sinclair's  book,  The  Jungle .   Although  the  book  was  intended  to 
expose  the  poor  treatment  of  workers  in  Chicago's  packinghouses, 
it  prompted  public  concern  about  unsanitary  conditions  in  plants. 

President  Theodore  Roosevelt  ordered  an  investigation,  and 
Congress  enacted  much  stricter  controls  on  meat  production  with 
The  Meat  Inspection  Act  of  1906.   The  Act  required  inspection  of 
meat  products  sold  in  interstate  and  foreign  commerce.   Animals 
had  to  be  inspected  for  disease  at  the  time  of  slaughter,  and 
processed  products  had  to  be  inspected  for  harmful  additives. 
Strict  sanitation  requirements  for  plants  and  truthful  and 
accurate  labeling  requirements  were  established. 

Animals  and  animal  products  have  been  placed  under  mandatory 
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inspection  by  Congress  as  consumption  of  the  product  has 
increased  or  public  health  concerns  have  arisen.   For  example, 
poultry  was  not  included  in  the  1906  meat  inspection  law,  since 
the  industry  was  small  and  localized,  and  the  sanitation  problems 
that  were  recognized  in  the  beef  industry  did  not  exist  in  the 
poultry  industry  at  the  time.   In  1928,  USDA  established  a 
voluntary  poultry  inspection  program,  and  when  poultry 
consumption  began  its  explosive  growth  in  the  1950' s,  Congress 
established  a  mandatory  program  under  the  1957  Poultry  Products 
Inspection  Act.   As  consumption  of  seafood  has  increased,  some 
consumers  have  raised  concerns  about  potential  food  safety 
problems  with  seafood.   As  a  result,  legislation  mandating 
seafood  inspection  has  been  introduced  during  several  of  the  most 
recent  sessions  of  Congress. 

A  copy  of  the  Federal  Meat  Inspection  Act  (FMIA)  and  the  Poultry 
Products  Inspection  Act  (PPIA)  are  found  at  tab  C.   As  you  will 
note,  the  FMIA  (Sec.  1  et  sea. )  specifically  lists  the  species, 
and  meat  and  products  thereof,  that  must  be  federally  inspected; 
the  species  are  limited  to  cattle,  sheep,  swine,  goats  and 
equine.   Bison  and  other  food  products  are  inspected  on  a 
voluntary  basis  by  USDA,  for  a  fee,  under  the  Agricultural 
Marketing  Act  of  1946,  as  amended,  (21  U.S.C.  1621  et  seq. )   They 
are  also  subject  to  periodic  inspection  by  FDA  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C.  301  et  seq. ) . 
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2.    To  what  extent  is  the  present  meat  and  poultry  inspection 
system  designed  to  prevent,  control,  reduce,  or  eliminate 
the  primary  risks  to  public  health  associated  with  meat  and 
poultry  products? 

In  the  1985  NAS  report  referred  to  in  question  one,  the  NAS 
committee  identified  biological  and  chemical  agents  as  the 
principal  threats  to  public  health  from  meat  and  poultry.   The 
report  acknowledged  that  diseased  animals  also  pose  a  threat  to 
public  health.   FSIS'  efforts  have  been  effective  in  controlling 
diseased  animal  threats. 

Under  the  current  inspection  program,  FSIS  is  capable  of 
detecting  and  identifying  visible  signs  of  disease  or  other 
abnormalities  in  livestock  and  poultry.   In  fact,  since  Secretary 
Espy  has  taken  office,  200  new  inspector  positions  have  been 
created  and  a  total  of  400  new  inspectors  have  been  hired  to 
assure  better  inspection.   Such  invisible  hazards  as 
contamination  by  biological  and  chemical  agents,  on  which  the  NAS 
focused  in  its  1985  report,  escape  direct  detection  by 
traditional  organoleptic  inspection.   By  assuring  that  slaughter 
and  dressing  are  carried  out  under  sanitary  conditions  and 
procedures,  the  contamination  of  raw  product  with  pathogens  can 
be  minimized,  but  other  measures  have  been  taken  to  further 
detect  biological  and  chemical  agents. 

With  respect  to  chemical  agents,  FSIS,  through  the  National 
Residue  Program  (NRP) ,  supplements  traditional  visual  inspection 
which  cannot  detect  chemical  residues.   The  NAS  committee 
recognized  that  FSIS  was  operating  a  monitoring  and  surveillance 
program  that  met  most  of  the  objectives  of  what  they  considered 
an  optimal  residue  control  program.   Since  the  publication  of  the 
NAS  report,  FSIS  has  improved  its  residue  control  program  in  many 
ways,  including  adoption  of  most  of  the  NAS  recommendations. 

Under  the  NRP,  FSIS  carries  out  scientific  sampling  and 
laboratory  analysis.   Rapid  in-plant  tests  are  provided  to  USDA 
inspectors  for  use  in  the  monitoring  phase  of  the  NRP.   Copies  of 
the  most  recent  NRP  and  testing  results  are  found  in  the  blue  and 
red  booklets  found  at  tab  E. 

The  inspection  program  has  made  progress  in  detecting  illegal 
concentrations  of  drug  and  chemical  residues  in  the  meat  and 
poultry  supply.   Information  on  such  violations  has  been  brought 
to  the  attention  of  other  Federal  agencies,  such  as  FDA  --  which 
participates  with  FSIS  in  the  automated  Residue  Violation 
Information  System  (RVIS)  --  and  to  producers.   Through  a 
coordinated  effort  involving  monitoring  of  the  Nation's  livestock 
and  poultry  population,  surveillance  of  segments  of  that 
population  where  problems  may  exist,  and  producer  education,  the 
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level  of  violative  residues  in  meat  and  poultry  samples  has  been 
substantially  reduced.   Overall  violative  residue  levels  for 
livestock  have  been  brought  down  from  above  5  percent  in  1978  to 
.33  percent  in  1992.   For  poultry,  overall  violative  residue 
levels  dropped  from  approximately  1  percent  to  0.13  percent 
during  the  same  period. 

For  products  that  have  undergone  certain  types  of  processing, 
such  as  heat  treatment  that  are  intended  to  kill  bacteria,  there 
should  be  no  pathogens.   Thus,  in  a  canned  product,  there  should 
be  no  spore-forming  anaerobic  bacteria.   In  an  irradiated 
chicken,  there  should  be  no  viable  salmonellae.   In  a  fully 
cooked  ham,  there  should  be  no  live  trichinae.   Ready-to-eat 
products  found  to  contain  pathogens  are  considered  adulterated. 
Where  problems  affecting  processed  products  are  known  or 
suspected,  USDA  conducts  surveys,  collects  samples,  and  uses 
laboratory  methods  to  determine  the  nature  and  scope  of  the 
problems.   Enforcement  of  inspection  regulations  mandating  such 
things  as  time  and  temperature  requirements  for  cooked  products 
and  steps  to  prevent  recontamination  and  microbial  surveillance 
programs  have  been  effective  in  these  types  of  ready-to-eat 
products . 

(b)   What  are  the  gaps  and  limitations  in  the  present 
system' s  ability  to  manage  these  risks? 

We  have  been  able  to  respond  to  the  public  health  threat  from 
chemical  residues  by  making  the  sampling  and  testing  plans  for 
residues  a  part  of  the  traditional  inspection  program.   A 
complex,  scientific  dilemma  exists  with  respect  to  biological 
agents.   Although  we  are  continually  studying  testing  methods  fc: 
usefulness  and  applicability  to  our  programs,  the  technology 
doesn't  provide  us  with  adequate  microbiological  testing  methods 
for  our  in-plant  inspection  program  of  raw  meat  and  poultry  in 
the  same  manner  as  it  does  for  residue  tests. 

The  current  inspection  program  cannot  rapidly  detect  foodborne 
pathogens  in  raw  meat  and  poultry  at  the  point  of  slaughter  or 
processing.   Samples  must  be  collected  and  forwarded  to  a 
laboratory  where  they  are  cultured  for  analysis.   Because 
organoleptic  detection  of  these  pathogens  at  the  slaughterhouse 
is  also  not  possible,  we  must  rely,  in  part,  on  consumer 
awareness  of  the  hazards  and  methods  of  preventing  food 
poisoning.   To  this  end,  we  have  conducted  food  safety  education 
programs.   Consumers  must  be  aware  of  safe  methods  of  handling, 
storing,  and  cooking  food.   It  is  important  to  note  that  proper 
cooking  will  destroy  pathogens  of  public  health  concern;  proper 
handling  minimizes  the  potential  transfer  to  other  foods.   For 
this  reason,  Secretary  Espy  has  aggressively  sought  to  mandate 
the  use  of  safe  food-handling  labels  for  meat  and  poultry 
products.   A  proposed  regulation  to  mandate  safe  food-handling 
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labels  on  meat  and  poultry  products  has  been  published.   It  is 
found  at  tab  Z. 

The  Department  is  pursuing  the  authority  to  mandate  poultry  and 
livestock  traceback  capability  for  the  purpose  of  identifying  the 
farm,  feedlot,  and  other  premises  where  animals  were  held  prior 
to  being  presented  for  slaughter.   Records  kept  for  traceback 
purposes  would  create  a  system  of  data  to  be  used  in 
epidemiological  studies  that  could  show  which  poultry  and 
livestock  have  a  higher  probability  of  carrying  pathogens. 


(c)   To  what  extent  is  the  present  system  designed  to 
control  animal  disease  and  economic  product  adulteration? 

Visual  ante-mortem  and  post-mortem  inspection,  supported  by 
laboratory  science,  is  an  invaluable  tool  for  the  detection  of 
animal  diseases,  including  zoonoses  --  diseases  that  can  affect 
both  animals  and  humans.   In  1992,  FSIS  inspectors  condemned  over 
400,000  head  of  livestock  and  in  excess  of  72  million  poultry 
carcasses.   Under  current  statutes,  all  livestock  undergo  both 
ante-mortem  and  post-mortem  inspection.   Ante-mortem  inspection 
is  essential  to  the  detection  of  diseases  or  conditions  that  may 
be  difficult  to  detect  on  post-mortem,  or  for  which  post-mortem 
detection  would  be  too  late.   For  example,  animals  affected  by 
rabies  and  listeriosis  exhibit  distinct  behaviors  on  ante-mortem 
and  are  immediately  condemned  for  human  food  purposes. 
Similarly,  animals  affected  by  anthrax,  which  is  deadly  to  both 
humans  and  animals,  can  be  prevented  from  entering  the 
slaughterhouse,  where  they  would  pose  a  threat  to  slaughterhouse 
workers,  inspectors,  and  veterinarians. 

Post-mortem  organoleptic  inspection  is  very  useful  in  the 
detection  of  a  wide  variety  of  animal  disease  conditions,  such  as 
those  mentioned  in  the  response  to  the  question  on  public  health 
risks,  and  those  associated  with  such  exotic  and  domestic  animal 
diseases  as  African  swine  fever,  hog  cholera,  contagious  bovine 
pleuropneumonia,  and  bovine  tuberculosis.   Some  animal  diseases, 
such  as  brucellosis  and  tuberculosis,  are  transmissible  to 
humans.   FSIS  also  cooperates  with  its  sister  agency,  the  Animal 
and  Plant  Health  Inspection  Service  (APHIS) ,  in  efforts  to 
control  animal  diseases  that  pose  a  threat  to  our  Nation's 
livestock  and  poultry  populations.   When  certain  diseases  are 
detected  on  ante-mortem  or  post-mortem  inspection,  they  are 
reported  to  APHIS'S  Veterinary  Services.   These  include  anthrax, 
avian  influenza,  exotic  Newcastle  disease,  bluetongue, 
cysticercosis,  scabies,  tuberculosis,  contagious  ecthyma,  myiasis 
(screwworm) ,  scrapie,  and  vesicular  diseases.   Of  these  diseases, 
anthrax,  cysticercosis,  and  tuberculosis  are  transmissible  to 
humans  (tuberculosis  through  unpasteurized  dairy  products) . 
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Certain  diseases  that  are  detectable  on  post-mortem  inspection 
are  classified  as  emergency  diseases  whose  reporting  is  an  urgent 
necessity.   These  include  foot  and  mouth  disease,  rinderpest, 
African  swine  fever,  hog  cholera,  contagious  bovine 
pleuropneumonia,  and  Teschen's  disease. 

FSIS  participates  in  APHIS  programs  aimed  at  eradicating  certain 
diseases.   For  example,  FSIS  collects  livestock  blood  samples  at 
slaughter  for  use  in  the  brucellosis  eradication  program. 
Brucellosis  is  an  incurable  occupational  disease  that  in  the  past 
was  known  to  afflict  slaughterhouse  workers  and  food  inspectors. 
FSIS  also  participates  in  the  APHIS  Slaughter  Surveillance 
Program  for  bovine  tuberculosis.   Because  of  these  efforts,  there 
are  now  32  brucellosis-free  states,  or  64%  of  all  states,  plus 
Puerto  Rico,  the  Virgin  Islands,  and  the  District  of  Columbia  are 
brucellosis-free . 

In  the  area  of  economic  product  adulteration,  the  current 
inspection  program  includes  numerous  procedures  intended  to 
assure  that  consumers  get  what  they  pay  for.   Products  are 
inspected  for  correct  labeling,  proper  weight  and  quantity, 
composition,  and  ingredients.   Products  are  subject  to  food 
chemistry  tests  for  protein,  moisture,  fat,  and  salt  content. 
Visual  inspections  and  immunoassay  procedures  (rapid,  in-plant 
tests)  are  applied  to  determine  whether  the  species  indicated  on 
the  label  of  a  product  is  the  species  the  product  is  actually 
made  of.   FSIS  also  checks  to  make  sure  that  a  product  that  is 
assumed  to  originate  in  a  certain  place  really  does  so  originate 
or  that  a  product  ostensibly  processed  according  to  a  religious 
ritual  really  was  so  processed.   For  example,  a  product  that  is 
labeled  "kosher"  must  be.   It  should  be  noted  here  that  most  -- 
if  not  all  --  of  the  economic  adulteration  activities  FSIS 
carries  out  are  mandated  by  statute. 

When  the  meat  inspection  program  was  first  established,  its 
objectives  were  to  detect  and  condemn  meat  affected  by  diseases 
or  other  conditions  that  could  be  harmful  to  the  consumer  and  to 
protect  the  consumer  from  meat  that,  while  not  harmful  in  the 
biomedical  sense,  was  aesthetically  repellant.   Among  the  disease 
conditions  and  lesions  considered  most  dangerous  to  the  consumer 
at  the  time  were  septicemia,  pyemia,  tuberculosis,  gangrene, 
peritonitis,  enteritis,  metritis,  pneumonia,  tumors,  and 
abscesses.   The  detection  of  such  conditions,  which  can  occur  in 
warm-blooded  animals,  is  still  part  of  the  inspection  program. 
The  methodology  used  to  detect  these  conditions  is  organoleptic, 
that  is,  it  relies  on  use  of  the  human  senses. 

At  the  inception  of  the  inspection  program,  this  method  was 
considered  to  be  the  most  efficient  and  effective  way  to  detect 
meat  and  poultry  that  was  a  public  health  risk,  or  objectionable 
to  the  consumer.   In  many  situations,  it  is  still  an  important 
method  to  assure  that  meat  with  such  conditions  --  which  render 
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it  unwholesome  and  unfit  for  human  consumption  --  is  found  and 
removed  before  it  can  enter  the  food  supply. 

The  intensity  of  slaughter  inspection  --  carcass  by  carcass  --is 
dictated  by  statute  (Section  6  of  PPIA  and  Sections  3  and  4  of 
FMIA) .   There  will  continue  to  be  circumstances  where  continuous 
inspection  will  be  justifiable  in  a  risk-based  inspection  system. 
For  example,  in  situations  where  large  numbers  of  older  animals 
or  herds  and  flocks  are  known  to  have  been  exposed  to  disease  are 
slaughtered,  examination  of  individual  carcasses  by  trained 
inspectors  may  be  the  most  efficient  and  effective  means  of 
protecting  the  public  health.   In  addition,  the  visual  inspection 
of  equipment  and  facilities  is  still  a  useful  way  to  ensure  that 
the  environment  in  which  slaughter  and  further  processing  are 
carried  out  is  clean. 

In  summary,  FSIS  is  aggressively  pursuing  a  modernized  inspection 
system  which  incorporates  the  best  elements  of  organoleptic  and 
scientific  methods.   FSIS  is  vigorously  encouraging  scientific 
research  to  help  in  its  efforts.   For  example,  infectious  doses 
for  pathogens  are  unknown,  making  realistic  regulatory  safety 
standards  difficult  to  set;  the  scientific  capability  to  detect 
pathogens  quickly  and  safely  in  an  in-plant  environment  does  not 
yet  exist;  and  animal  husbandry,  slaughter  and  processing 
technologies  cannot  yet  produce  raw  products  free  of  pathogens. 
However,  we  remain  optimistic  that  science  will  lead  the  way  with 
new  research  and  discoveries. 

In  the  meantime,  FSIS  can  reduce  pathogen  levels  by  more  vigilant 
inspection  to  reduce  visible  contamination  on  products,  by 
incorporating  microbial  monitoring  into  plant  sanitation 
inspections,  and  by  intensified  regulatory  actions  where 
necessary.   FSIS  is  also  intensifying  our  consumer  education 
efforts . 

The  meat  and  poultry  inspection  system  has  evolved  to  include 
such  diverse  capabilities  and  functions  as  rapid  tests  and 
residue  control  programs  to  deal  with  residues  and  economic 
adulterants;  compliance  to  deal  with  intentional  violations  of 
meat  and  poultry  laws  and  regulations,  more  efficient  in-plant 
inspection  systems  to  ensure  that  available  resources  are  used 
most  effectively,  review  and  assessment  capabilities  to  better 
deal  with  inspection  problems,  and  consumer  education  programs. 
The  inspection  system  must  evolve  again  to  deal  with  pathogens  on 
raw  product.   Secretary  Espy's  pathogen  reduction  program  is  at 
the  forefront  of  this  change. 


10 


210 


3.    What  is  the  status  of  USDA' s  efforts  to  reform  and  modernize 
the  meat  and  poultry  inspection  system? 

Since  taking  office  in  January,  Secretary  Espy  has  moved 
aggressively  to  reinvent  and  rethink  every  aspect  of  meat 
inspection.   For  example,  he  has  met  with  whistleblowers, 
consumer  groups,  industry  and  the  families  of  those  affected  by 
the  E.  coli  outbreak  in  the  Northwest .   He  knows  we  need  to  make 
changes  and  he  wants  to  get  input  from  those  who  have  felt  left 
out  in  the  past . 

Secretary  Espy  has  created  200  new  inspector  positions  and  moved 
into  high  gear  a  strategic  pathogen  reduction  program  that  aims 
to  prevent  contamination  from  the  farm  to  the  table  and  to 
develop  new  inspection  methods  based  on  sound  science.   He  asked 
for  and  received  an  additional  $8  million  in  the  1994  budget  to 
fund  the  pathogen  reduction  program.   The  Secretary  has  also 
called  for  mandatory  safe  handling  labeling  of  meat  and  poultry 
almost  from  day  one  of  the  new  Administration.   It  is  USDA' s 
position  that  we  must  keep  the  consumer  informed,  and  our 
proposed  rule  was  published  November  4.   Earlier  this  spring,  the 
Secretary  ordered  FSIS  to  hold  six  regional  public  hearings  on 
the  two-track  approach  to  inspection,  and  he  convened  a  national 
meat  inspection  summit  in  November.   These  initiatives  and  the 
many  others  the  Secretary  has  ordered  to  reform  and  modernize 
meat  inspection  are  included  in  the  charts  found  at  tab  A. 

This  year,  USDA  adopted  a  two-track  strategic  plan  that  will 
guide  the  Agency  into  the  next  century.   Track  I  of  the  plan 
comprises  certain  initiatives  intended  to  maximize  the 
performance  of  the  current  inspection  program  and  make  the  most 
of  its  resources  under  existing  law.   Activities  to  be  pursued  in 
Track  I  include  measures  to  increase  public  involvement  in 
decisionmaking,  restructuring  to  maximize  effectiveness  within 
available  resources,  strengthening  relations  with  employee 
organizations,  and  raising  consumer  awareness  of  food  safety  and 
labeling  of  meat  and  poultry  products. 

Also  included  as  an  integral  part  of  Track  I  is  the  pathogen 
reduction  program  --  dubbed  the  "War  on  Pathogens."   The  aim  of 
this  program  is  to  reduce  the  level  of  pathogens  on  meat  and 
poultry  at  key  points  in  the  production,  distribution,  and 
consumption  cycle.   Working  with  APHIS,  its  sister  agency,  FSIS 
is  promoting  research,  animal  identification,  and  model  pathogen 
reduction  programs  at  the  pre-slaughter  phase  of  production. 
Pathogen  reduction  strategies  based  on  risk  analysis  will  be 
adopted.   Microbiological  baseline  data  is  being  collected  for 
meat  and  poultry  and  intervention  techniques  will  be  designed  for 
pathogen  reduction. 

The  Secretary  supports  the  development  and  implementation  of 
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rapid  tests  to  detect  pathogens  throughout  the  food  production 
and  processing  system.   FSIS  is  introducing  new  microbial 
detection  and  reduction  techniques  into  the  meat  and  poultry 
inspection  program  as  they  become  available.   Microbiological 
monitoring  will  be  conducted  at  critical  control  points  in 
processing  plants  and  as  part  of  the  sanitation  inspection 
program.   FSIS  will  provide  the  most  current  food  safety 
information  to  State  enforcement  agencies  and  food  handlers.   The 
Agency  will  also  continue  to  inform  consumers  of  the  risks 
associated  with  unsafe  food  handling. 

Track  II  of  the  strategic  plan  is  a  long-term  design  and 
development  process  that  will  produce  the  next  generation  of  meat 
and  poultry  products  inspection  regulations.   It  is  a  project  of 
immense  scope  and  importance  to  the  health  and  welfare  of  the 
Nation.   For  this  reason,  FSIS  will  initiate  Track  II  development 
by  seeking  the  best  information  and  ideas  that  can  be  brought  to 
bear  on  the  problem.   This  process  has  already  begun  via 
information  gathered  through  a  series  of  regional  public 
hearings,  a  meat  and  poultry  conference  to  determine  the  future 
meat  and  poultry  regulatory  program,  and  a  plan  for  an  assessment 
of  current  and  emerging  technologies  that  have  the  potential  to 
be  of  use  in  the  production  and  consumption  of  safe  meat  and 
poultry  products. 

The  Secretary  has  also  recently  appointed  the  Pathogen  Reduction 
Task  Force.   Membership  of  the  task  force  includes  the 
Administrators  from  the  Agricultural  Marketing  Service,  the 
Animal  and  Plant  Health  Inspection  Service,  the  Agricultural 
Research  Service,  the  Cooperative  State  Research  Service,  the 
Extension  Service,  the  Economic  Research  Service,  the  Food  and 
Nutrition  Service,  the  Food  Safety  and  Inspection 
Service,  and  the  Packers  and  Stockyards  Administration. 
Representatives  from  the  Food  and  Drug  Administration  and  the 
Centers  for  Disease  Control  have  also  been  invited  to 
participate.   The  task  force  is  responsible  for  providing 
leadership,  coordination,  and  oversight  so  that  the  Department's 
ongoing  efforts  to  reduce  pathogens  in  the  meat  and  poultry 
supply  are  realized  in  a  timely,  professional,  and  scientifically 
supportable  manner.   Acting  Assistant  Secretary  Patricia  Jensen 
has  been  appointed  by  the  Secretary  to  chair  the  task  force. 
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4 .    What  more  needs  to  be  done  to  further  reduce  and  prevent  the 
risks  to  public  health  from  meat  and  poultry  products? 

The  Pathogen  Reduction  Program  undertaken  by  USDA  is  a  farm- no- 
table food  safety  program  designed  to  reduce  the  presence  of 
pathogens  in  meat  and  poultry  product.   The  risk  to  public  heath 
will  be  reduced  by  this  effort. 

In  designing  and  implementing  the  Pathogen  Reduction  Program, 
USDA  is  faced  with  several  scientific  and  technological  questions 
that  will  demand  considerable  resources  and  time  to  resolve. 

Better  scientific  information  and  data  on  the  ecology  of 
pathogenic  bacteria  is  needed.   This  includes  increased  data 
collection  on  the  incidence  of  foodborne  illness  in  the 
United  States.   More  research  is  needed  on  the  health 
effects  of  Hemolytic  Urea  Syndrome  (HUS) .   FSIS  is  working 
with  researchers,  scientists,  and  other  professionals  on 
cooperative  research  efforts  to  answer  these  questions. 

Technology  and  science  must  be  developed  to  deal  with 
difficulties  associated  with  in-plant  microbiological 
testing  for  pathogens.   When  pathogenic  bacteria  are  found 
in  meat  and  poultry  products,  the  number  found  is  generally 
very  low.   Samples  are  incubated  at  temperatures  where  the 
organisms  can  multiply.   This  increases  the  level  of 
organisms  present  and,  therefore,  increases  the  sensitivity 
of  detection  methods.   This  incubation  procedure  (also 
called  enrichment),  however,  also  causes  a  biohazard  probler. 
which  has  the  potential  to  cause  increased  contamination  of 
food  products  if  not  rigidly  controlled.   A  portion  of  the 
$8  million  approved  to  support  the  Pathogen  Reduction 
Program  in  Fiscal  Year  1994  will  be  used  specifically  for 
method  evaluation  and  development.   FSIS  encourages 
commercial  development  of  rapid  tests.   The  Agency  recently 
published  in  the  Federal  Register  its  criteria  for  rapid 
test  evaluation. 

Most  food  safety  experts  and  scientists  advocate  the  use  of 
Hazard  Analysis  and  Critical  Control  Point  (HACCP)  principles  to 
improve  food  safety.   Earlier  this  year,  Secretary  Espy  announced 
his  intention  to  mandate  HACCP  programs  for  all  FSIS  inspected 
meat  and  poultry  establishments.   The  advances  in  pathogen 
detection  methods  will  be  important  in  verifying  the  critical 
control  points  in  a  HACCP  system. 

Education  is  also  a  key  to  reducing  the  risks  to  public  health 
from  food  products,  including  meat  and  poultry  products.   USDA 
published  a  proposed  rule  on  November  4,  1993  that  would  require 
safe  handling  instruction  labels  on  all  raw  meat  and  poultry 
products.   The  proposed  labels  advise  consumers  of  the  possible 
presence  of  bacteria  which  can  be  destroyed  through  proper 
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cooking  and  handling.   Proper  cooking  is  currently  one  of  the 
best  defenses  against  foodborne  illness. 

USDA's  Meat  and  Poultry  Hotline  provides  consumers  with  answers 
to  food  safety  questions.   The  staff  answered  over  138,000  calls- 
last  year.   Throughout  the  year,  the  Hotline  staff  work  with  the 
popular  media  to  disseminate  information  about  the  prevention  of 
foodborne  illness.   Radio  interviews,  magazine  articles,  and 
television  appearances  by  Hotline  personnel  were  used  to  raise 
public  awareness  of  food  safety  issues. 

Since  contamination  of  meat  and  poultry  can  occur  if  products  are 
mishandled  during  storage  or  preparation,  the  Pathogen  Reduction 
Program  also  includes  activities  targeted  at  the  food  service  and 
retail  level.   Recent  and  current  efforts  include: 

contributions  to  FDA's  Model  Food  Code,  which  many  local  and 
state  health  agencies  use  to  set  their  health  requirements 
for  retail  stores; 

a  September  2  video  conference  with  FDA  staff  and  USDA's 
Extension  Service  for  state  and  local  health  and  regulatory 
officials  concerned  with  preventing  foodborne  disease; 

an  October  mailing  of  educational  materials  to  restaurant 
and  fast  food  chain  managers  with  information  on  pathogens, 
safe  food  handling,  and  food  safety  training  programs; 

production  of  a  video  tape  for  distribution  to  state  and 
local  public  health  officials  on  how  to  test  meat  in  the 
laboratory  for  E.  coli  0157 :H7; 

development  of  a  statement  of  objectives,  with  USDA's 
Extension  Service,  FDA,  and  the  National  Restaurant 
Association,  for  promoting  education  of  institutional  food 
preparers;  and 

distribution  of  food  safety  information  through  the  FNS 
Child  and  Adult  Care  Food  Program  under  the  Child  Nutrition 
Program. 
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5.    What  would  an  optimal  federal  food  safety  system  look  like? 
What  should  be  the  major  components  and  guiding  principles 
of  an  optimal  system?   What  options  exist  for  developing  and 
implementing  such  a  system? 

After  extensive  research,  FSIS  has  concluded  that  the  optimal 
federal  food  safety  system  would  be  comprised  of  several 
components.   These  include:   consumer  education,  partnership  with 
the  inspection  workforce,  implementation  of  a  farm-to-table  food 
safety  program,  use  of  the  most  recent  science  and  technology 
available,  the  allocation  of  resources  based  on  risk,  and 
adequate  training  and  numbers  of  inspectors.   As  is  evident  from 
review  of  the  Pathogen  Reduction  Plan  and  the  Track  I/Track  II 
strategic  plan  for  inspection  modernization,  many  of  the  science- 
based  components  of  the  Secretary's  plans  for  improving  meat  and 
poultry  safety  are  those  recommended  by  the  National  Academy  of 
Sciences  in  its  1985  report,  Meat  and  Poultry  Inspection:   The 
Scientific  Basis  of  the  Nation's  Program,  and  those  recommended 
by  the  General  Accounting  Office  in  its  1992  report,  Food  Safety 
and  Quality:   Uniform,  Risk-based  Inspection  System  Needed  to 
Ensure  Safe  Food  Supply. 

Secretary  Espy  is  also  directing  a  long-term  process  that  will 
bring  a  new  inspection  program  into  existence.   During  the  spring 
and  early  summer  of  1993,  six  regional  hearings  were  held  to 
gather  the  opinions  and  views  of  as  many  individuals  as  possible 
on  the  modernization  of  the  inspection  system. 

On  November  9  and  10,  USDA  sponsored  a  conference  on  the 
"regulatory  program  of  the  future."   This  conference  was  held  as 
a  fact-finding  exercise  to  plan  the  implementation  of  the  Track 
II  phase  of  the  FSIS  strategic  plan. 

The  conference  program  focused  discussion  on  many  parts  of  the 
NAS  recommendations  regarding  the  "optimal"  Federal  food  safety 
system.   Among  these  were: 

Allocation  of  resources  for  a  future  regulatory  program  must 
be  based  on  risk  --  In  its  1985  report,  NAS  recommended  that 
inspection  resources  be  allocated  according  to  the  risk 
posed  to  public  health  by  slaughter  and  processing 
operations.   Consequently,  the  conference  considered 
questions  such  as:   Does  the  consumer  understand  the  concept 
of  risk?   What  levels  of  risk  will  the  public  accept?   Will 
the  public  pay  more  for  reduced  risk? 

Public  health  will  have  a  priority  over  economic  protection 
--  Under  existing  statutes,  the  prevention  of  economic  fraud 
is  on  an  equal  plane  with  public  health  protection.   For 
many  years  a  major  goal  has  been  to  ensure  that  meat  and 
poultry  products  are  truthfully  and  accurately  labeled.   In 
the  future,  USDA  will  take  advantage  of  scientific  advances 
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in  fraud  detection  to  lessen  the  resource  intensity  devoted 
to  economic  fraud  and  to  transfer  these  resources  to  public 
health  protection. 

Producers,  government  regulatory  agencies,  and  consumers 
will  share  responsibility  to  deal  with  risk  in  food 


consumption  ■  ■  Everyone  in  the  food  chain 
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A  complete  report  on  the  outcome  of  the  conference  is  expected  :: 
be  released  early  in  1994. 
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6.    Should  the  federal  government  revamp  its  food  safety  system, 
and  if  so,  how? 

A  complete  modernization  of  the  Federal  food  safety  system  is 
necessary.   As  the  Secretary  has  stated  in  earlier  testimony,  the 
government's  food  safety  efforts  must  reach  from  farm  to  table. 
They  must  also  be  risk-  and  science-based  and  incorporate 
changing  public  health  needs. 

As  mentioned  earlier,  the  Pathogen  Reduction  Program  (PRP)  forms 
the  basis  of  the  Secretary's  plans  to  modernize  food  safety 
protection  at  USDA.   Track  I  of  the  PRP  is  designed  to  maximize 
the  performance  of  the  current  inspection  system.   Under  Track  I, 
USDA  has  begun  revamping  the  food  safety  system  by  accelerating 
initiatives  to  develop  rapid  tests  for  the  detection  of  microbial 
contamination,  by  seeking  the  required  legislative  authority  USDA 
needs  to  control  pathogens  in  the  food  supply  through  animal 
identification  and  traceback,  by  undertaking  baseline  studies  cf 
pathogens  in  animals  and  poultry,  by  strengthening  in-plant 
inspection  procedures,  by  implementing  a  comprehensive  pathogen 
reduction  program  plan,  by  requiring  safe  handling  instructions 
on  uncooked  meat  and  poultry  products,  and  by  launching  an 
aggressive,  nationwide  food  safety  education  campaign. 

Under  Track  II,  which  is  progressing  simultaneously  with  Track  I, 
FSIS  aims  to  become  a  science  and  risk-based  system  before  the 
year  2000.   While  the  portrait  of  tomorrow's  ideal  regulatory 
program  has  not  yet  been  characterized,  the  process  of  how  to 
identify  the  best  methods  to  ensure  food  safety  has  been 
determined.   It  will  be  an  open  process  that  encompasses  Total 
Quality  Management  Principles  and,  therefore,  centers  around 
broad  participation.   In  the  planning  stages,  FSIS  is  bringing 
together  its  employees  and  its  constituencies  --  consumers, 
industry,  the  public  health  and  academic  communities.   The  six 
regional  field  hearings,  and  the  World  Congress  for  Meat  and 
Poultry  Inspection,  all  held  in  the  past  year,  are  examples  of 
the  Track  II  approach.   The  program  is  evolving,  and  Secretary 
Espy  continues  to  seek  recommendations  from  all  those  with  an 
interest  in  and  knowledge  of  meat  and  poultry  safety. 
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October  4  letter  --  Document  Requests 

The  appendices  that  follow  contain  all  of  the  following 
documents : 

1.  The  status  and  results  of  USDA's  investigations  into  the 
cause,  source,  and  incidence  of  meat  contaminated  with  E. 
coli  0157 :H7,  including  the  results  of  any  on-farm 
investigations . 

We  have  provided  the  May  21,  1993,  report  on  the  E.  coli 
0157 :H7  outbreak  in  the  western  states.   This  report 
discusses  the  investigation  FSIS  conducted  on  the  outbreak, 
including  test  results  and  possible  sources.   The 
investigation  was  extremely  helpful  in  helping  us  identify 
further  steps  that  USDA  can  implement  in  the  future  to 
improve  traceback  capabilities. 

Another  document  that  may  provide  more  information  on  this 
topic  is  the  report  on  the  outbreak  completed  by  the  Centers 
for  Disease  Control  (CDC) .   These  reports  are  found  at 
appendix  F . 

2 .  The  status  and  plans  for  all  USDA  initiatives  to  reform  the 
meat  and  poultry  inspection  programs,  including  Tracks  I  and 
II;  the  Pathogen  Reduction  Program;  identification  and 
trace-back  of  animals;  on-farm  pathogen  reduction  and 
intervention  programs;  the  national  microbiological  baseline 
study;  the  development  and  validation  of  rapid  tests  to 
detect  E.  coli  0157 :H7  and  other  pathogenic  microorganisms; 
development  and  implementation  of  a  mandatory  Hazard 
Analysis  Critical  Control  Point  inspection  approach; 
implementation  of  safe  handling  and  cooking  labels;  the 
results  of  USDA's  special  review  of  beef  slaughter  plants; 
and  efforts  to  estimate  the  risks  of  pathogenic 
microorganisms  throughout  the  food  system  using  dose 
response  models . 

USDA  will  seek  changes  in  FSIS'  legislative  authority  to 
allow  the  agency  to  require  mandatory  animal  traceback  and 
identification.   This  legislative  proposal  is  in 
Departmental  clearance. 

Information  on  all  other  initiatives  is  found  in  appendix  A. 

The  following  documents  are  also  provided: 

•     1992  Annual  Report  of  the  Secretary  to  the  Congress  or. 
meat  and  poultry  inspection.   This  document  includes 
information  on  the  number  of  carcasses  slaughtered,  the 
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number  condemned,  compliance  activities  against 
violators  of  FSIS  statutes,  the  types  and  numbers  of 
rapid  tests  conducted,  the  amount  of  meat  and  poultry 
product  exported  and  imported,  and  other  data  that  may 
be  useful.   This  report  is  found  at  tab  G. 

"Evolution  to  Revolution:   New  Directions  for  Meat  and 
Poultry  Regulation"  --  proposed  FSIS  strategic  plan, 
May  1993.   This  document  outlines  planned  activities 
for  the  development  of  the  inspection  program  of  the 
future.   This  document  is  found  at  tab  H. 

Pathogen  Reduction  Program,  "The  War  on  Pathogens." 
This  document  generally  describes  each  of  the 
initiatives  to  reduce  pathogens,  and  is  found  at  tab  I. 

Budget  information  detailing  FY  1993  and  FY  1994 
expenditures  for  FSIS'  Pathogen  Reduction  Program. 
This  information  is  found  at  tab  J. 

FSIS  Administrator's  Briefing  on  the  National  Academy 
of  Science's  Recommendations  for  meat  and  poultry 
inspection.   This  document  describes  how  FSIS  has 
responded  to  various  recommendations  made  by  the  NAS, 
and  is  found  at  tab  R. 

Federal  Register  notice  of  FSIS  evaluation  criteria  for 
rapid  tests  to  detect  pathogenic  bacteria  in  meat  and 
poultry  products.   This  notice  is  found  at  tab  0. 

Protocols  for  National  Microbiological  Baseline 
Studies.   These  are  found  at  tab  Q. 

Buchanan,  Robert  L. ,  and  DeRoever,  Catherine  M., 
"Limits  in  Assessing  Microbiological  Food  Safety, " 
Journal  of  Food  Protection,  vol.  56,  August,  1993. 
This  article  discusses  problems  associated  with 
developing  rapid  tests  for  microbiological  pathogens, 
and  is  found  at  tab  L. 

Fact  sheet  on  USDA's  Special  Plant  Reviews  conducted  in 
the  spring  and  summer  of  1993.   This  includes  a  list  cf 
plants  under  Progressive  Enforcement  Action  (PEA), 
plants  with  multiple  citations,  and  plants  with  no 
citations.   This  information  is  found  at  tab  K. 

Backgrounder  and  a  Question  and  Answer  sheet  on  Hazard 
Analysis  and  Critical  Control  Point  (HACCP)  systems. 
These  documents  are  found  at  tab  S. 

Press  release  on  stricter  time  and  temperature 
requirements  for  meat  patties  cooked  in  Federally 
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inspected  establishments.   It  is  found  at  tab  T. 

Press  releases  on  public  hearings  on  meat  and  poultry 
inspection  reform  are  found  at  tab  U. 


The  level  of  effort  USDA  has  expended  to  research,  inspect, 
and  regulate  pathogenic  microorganisms  in/on  meat  and 
poultry,  especially  the  development  of  rapid  detection 
tests,  since  the  1985  National  Academy  of  Science's  report. 
Meat  and  Poultry  Inspection:   The  Scientific  Basis  of  the 
Nation's  Program. 


We  have  provided  the  following  information: 

•  a  concept  paper  on  the  principles  of  the  regulatory 
program  of  the  future  (Track  II),  found  at  tab  W. 

•  a  program  agenda  for  FSIS'  November  9  conference  or.  th-; 
regulatory  program  of  the  future  (Track  II),  found  at 
tab  X. 

•  Federal  Register  notice  of  delegation  of  research 
authority  to  FSIS,  found  at  tab  P. 


•  Federal  Register  notice  of  FSIS  evaluation  criteria  fc: 
rapid  tests  to  detect  pathogenic  bacteria,  found  at  :3: 
0. 

See  also  Appendices  A-36,  A-39,  and  A-19. 


The  status  of  USDA' s  research  and  regulatory  efforts 
concerning  irradiation  of  meat  and  poultry. 

Irradiation  for  pork  and  poultry  was  approved  by  FDA  in  th- 
last  decade.   Information  on  irradiation  of  beef,  pork  and 
poultry  is  found  in  the  appendices  at  tab  N.   Specific 
information  on  beef  irradiation  is  included  in  chart  A-25  : 
Appendix  A. 
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5.    The  status  of  USDA' s  efforts  to  educate  and  inform  consumers 
about  the  proper  handling  and  cooking  of  meat  and  poultry. 

We  have  included  the  following  information  on  FSIS'  consumer 
education  efforts: 

•  Consumer  education  materials  related  to  nutrition 
labeling  and  to  the  proper  storage,  handling,  and 
cooking  of  meat  and  poultry  products,  including: 
reprinted  articles  from  Food  News  for  Consumers, 
backgrounders  and  press  releases  on  preventing 
foodborne  illness  due  to  E.  coli  0157 :H7,  Listeria 
monocytogenes ,  Salmonella  enteritidis,  and  other 
pathogens . 

•  Information  on  media  placements  and  appearances  made  by 
USDA' s  Meat  and  Poultry  Hotline. 

•  FSIS  Backgrounder  and  Food  News  for  Consumers  article 
on  E.  coli  0157:H7. 

•  Press  releases  and  August  16  Federal  Register 
announcement  of  interim  final  rule  mandating  safe  feed 
handling  labels  for  raw  meat  and  poultry  products. 

See  also  Appendices  A-32a  through  A-35  and  Appendix  A-22r. 


November  8  letter  --  Document  Requests 

1.    All  news  releases,  "backgrounders,"  fact  sheets,  or  other 
public  affair (s)  documents  issued  or  released  by  USDA  from 
December  1992  through  the  present  time  concerning  E.  coli 
0157 :H7  and/or  USDA's  initiatives  to  reform  meat  and  poultry 
inspection. 

These  documents  are  included  in  the  following  appendices, 
along  with  the  following: 

•  Listing  of  E.  coli  0157:H7  outbreaks  that  have  occur r- : 
through  November  l,  1993,  including  place  and  suspert^: 
vehicles  of  exposure. 

•  Press  releases  and  comment  summary  from  six  public 
hearings  on  the  FSIS  strategic  plan  and  Pathogen 
Reduction  Program. 
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2.    All  records  written  or  received  by  agency  employees  -- 

including,  but  not  necessarily  limited  to,  notes,  memoranda, 
correspondence,  electronically  transmitted  communications, 
and  other  drafts,  analyses  or  reports  --in  any  way  related 
to  USDA's  policy  and  procedures  on  "zero  tolerance." 

The  information  requested  follows  in  the  appendices  at 
tab  V. 
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Label  as  described  in  Code  of  Federal  Regulations, 
title  9,  parts  317  and  381. 


Safe  Handling  Instructions 

This  product waspraparad  from  mspactad  and  passadmaat  and/ 
or  poultry.  Soma  food  products  may  contain  bactana  tnatcould 
causa  illnass  it  tha  product  is  mishandlad  or  oookadimproparty. 
Foryourprotaction,  follow  thasa  sata  handling  instruction t. 


Keep  refrigerated  or  frozen. 
Thaw  in  refrigerator  or  morowave. 

Keep  raw  meal  and  poultry  separate  from  otter  foods. 
Wash  working  surfaces  (moiudng  cuttng  boards). 
utensils,  and  hands  a  her  touching  raw  meal  or  poutsy 

Cook  thoroughly. 

Keep  hot  foods  hot   Rerngeraai  leftovers 
immediately  or  discard. 


(9-. 


Actual  size 


Safe  Handling  Instructions 

This  product  was  prepared  from  inspected  and passed  meat  and/ 
or  poultry.  Some  food  products  may  contain  bacteria  that  could 
cause  illness  if  the  product  is  mishandled  or  cooked  improperly. 
For  your  protection,  follow  these  safe  handling  instructions. 


Keep  refrigerated  or  frozen. 
Thaw  in  refrigerator  or  microwave. 

Keep  raw  meat  and  poultry  separate  from  other  foods. 
Wash  working  surfaces  (including  cutting  boards), 
utensils,  and  hands  after  touching  raw  meat  or  poultry. 

Cook  thoroughly. 

Keep  hot  foods  hot.  Refrigerate  leftovers 
immediately  or  discard. 
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Appendix  4. — Additional  Statements  Submitted  for  the  May 

25,  1994,  Hearing  Record 


REINVENTING  THE  FEDERAL  FOOD  SAFETY  SYSTEM 

LUTHER  C.  MCKINNEY 

SENIOR  VICE  PRESIDENT  FOR  LAW  AND  CORPORATE  AFFAIRS 

THE  QUAKER  OATS  COMPANY 

TESTIMONY  submitted  to  the 

HUMAN  RESOURCES  AND  INTERGOVERNMENTAL  RELATIONS  SUBCOMMITTEE 

HOUSE  GOVERNMENT  OPERATIONS  COMMITTEE 

MAY  25,  1994 


TOO  MANY  COOKS  IN  THE  KITCHEN 

The  regulatory  framework  for  food  is  complex.  Thirty-five  federal  laws  govern  food 
safety  and  quality.  Twelve  federal  agencies  have  varying  food  regulation 
responsibilities.  With  more  than  1 5  percent  of  the  GNP  generated  through  farming  and 
food  processing,  it  is  understandable  why  so  many  agencies  want  a  piece  of  the  food 
policy  pie.  What  is  not  so  understandable  is  why  Congress  has  shared  the 
bureaucratic  wealth  so  broadly  and  in  ways  that  are  often  contradictory. 

In  addition  to  facing  differing  requirements  of  food  safety  laws,  food  companies  must 
also  contend  with  infighting  among  the  Department  of  Agriculture,  the  Environmental 
Protection  Agency,  the  Food  and  Drug  Administration  and  other  federal  agencies.  On 
top  of  federal  regulatory  overlap,  reinvigorated  federalism  in  the  1980s  brought  us  still 
another  complicating  dimension  -  expanded  state  regulation.  Most  issues  fought  out 
at  the  state  level  are  fought  in  several  states  -  often  simultaneously,  often  with  differing 
outcomes,  and  always  at  great  expense. 

While  the  federal  Food  and  Drug  Administration  (FDA)  has  done  a  more  than  adequate 
job  of  ensuring  a  safe  food  supply  for  those  products  it  regulates  (all  processed  food 
products),  its  effectiveness  has  been  somewhat  limited  by  dwindling  resources  and 
infighting  among  the  various  federal  and  state  agencies  with  responsibility  for  food 
safety  oversight.  I  do  not  believe  that  the  FDA  lacks  the  proper  enforcement  authority 
to  ensure  a  safe  food  supply.  Nor  do  I  believe  that  additional  government  revenues- 
through  increased  taxes  or  the  imposition  of  user  fees-are  necessary  to  bolster  FDA's 
regulatory  oversight.  Rather,  FDA's  performance  can  be  improved  by  focusing  its 
oversight  on  real-rather  than  perceived-health  risks;  reallocating  government 
resources  to  programs  that  clearly  protect  human  health  and  away  from  outdated  or 
unnecessary  programs;  improving  government  performance  generally;  consolidating 
conflicting  laws  and  regulations;  and  by  establishing  a  single  food  regulatory  agency. 

I  would  also  add  that  the  new  food  safety  direction  that  the  FDA  is  taking  under  HACCP 
(Hazard  Analysis  Critical  Control  Points)  is  promising.  Rather  than  inspecting  to 
ensure  safety  after  a  food  product  is  manufactured,  HACCP  analyzes  critical  control 
points  along  the  entire  manufacturing  process  to  ensure  a  safe  product  at  the  end  of 
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manufacturing.  FDA  is  to  be  commended  for  its  work  on  HACCP  for  seafood  and  its 
stated  plans  to  extend  HACCP  to  other  food  areas.  I  would  caution,  however,  that 
HACCP  should  be  implemented  first  for  food  processes  that  pose  the  greatest  risk  to 
human  health. 

THE  STATE  OF  REGULATION  TODAY 

In  attempts  to  protect  the  public  good  through  regulation,  Congress,  the  Administration, 
and  state  agencies  are  sometimes  successful.  A  number  of  laws  on  the  books  today 
are  necessary,  make  sense,  and  have  been  implemented  rationally.  Even  the  good 
laws  and  regulations,  however,  compare  unfavorably  with  the  truly  effective  regulatory 
job  done  by  consumers  who  use  their  purchasing  power  to  tell  manufacturers  what  they 
want  and  how  they  want  it  made. 

Interest  groups,  industry  and  consumers  have  many  times  worked  in  tandem  to  improve 
the  nation's  regulatory  environment.  In  cases  where  consumers  have  been  allowed  to 
direct  the  marketplace,  they  have  effectively  managed  change.  Unfortunately, 
consumer  concerns  have  often  suffered  from  being  misdirected  by  interest  groups 
which  are  active  in  the  legislative  process.  The  government  is  too  often  influenced  by 
special  interests  who  benefit  with  enhanced  fundraising  from  creating  or  maintaining 
certain  regulatory  programs.  The  government  also  moves  slowly  in  removing  ill- 
conceived  policies,  often  because  of  bureaucratic  inertia.  Even  when  government 
officials  get  it  right  and  enact  science-based  laws  to  improve  public  health,  inflexible 
wording  renders  these  regulations  obsolete  as  science  evolves.  The  results  have  been 
painful:  misallocated  government  resources,  stifled  innovation,  and  costly  marketplace 
distortions. 

Few  issues  have  been  debated  so  intensely,  and  with  so  much  misinformation  as  the 
issue  of  food  safety.  Even  with  the  safest,  cheapest,  and  most  abundant  food  supply  in 
the  world,  the  U.S.  food  industry  is  constantly  striving  to  improve  our  safety  record. 
Clearly,  with  nearly  10,000  Americans  dying  annually  from  food-related  illnesses,  there 
are  improvements  in  food  safety  which  must  be  made.  Significant  new  technologies 
have  been  developed  to  assist  in  this  effort.  Yet  these  technologies  are  under  attack. 
By  playing  to  public  fears  of  change  and  the  unknown,  interest  groups  have  almost 
stopped  the  use  of  irradiation  and  biotechnology,  technologies  which  can  help  improve 
food  safety.  And  they  continue  to  waste  valuable  government  and  industry  resources  in 
fighting  to  eliminate  many  valuable  pesticides  without  scientific  justification. 

In  addition  to  unnecessary  costs  created  when  regulations  are  based  on  fear  or 
consumers  are  kept  from  valuable  information,  significant  resource  misallocations 
result  when  government  regulations  are  simply  out  of  date.  These  regulations  also 
pose  significant  problems  -  inhibiting  innovation,  diverting  scarce  government 
resources,  and  adding  consumer  costs.  The  USDA's  meat  inspection  and  grading 
programs,  the  Delaney  Clause,  and  a  number  of  farm  programs  were  all  implemented 
with  the  best  of  intentions.  But  all  have  failed  to  keep  pace  with  science  or  the 
marketplace. 
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Consumers  have  done  a  much  better  job  than  government  in  eliminating  products  from 
the  marketplace  that  no  longer  meet  their  needs.  While  governments  can  be 
influenced  by  interest  groups,  marketing  can  only  go  so  far  in  convincing  a  consumer  to 
buy  something  that  an  individual  neither  needs  nor  wants.  Consumers  are  even  more 
effective  in  leading  manufacturers  to  develop  and  distribute  products  they  desire.  A 
1992  Grant  Thornton  Survey  of  American  Manufacturers  found  customer  demand  as 
the  key  source  of  new  product  ideas  according  to  56  percent  of  manufacturing 
executives.  By  contrast,  20  percent  of  executives  believe  that  government  regulation  is 
the  single  largest  impediment  to  new  products  and  no  one  mentioned  the  government 
as  a  source  of  new  product  ideas. 

GOVERNMENTS  PROPER  ROLE 

In  the  food  sector,  government  legitimately  regulates  in  three  critical  areas:  protecting 
human  health,  ensuring  truthful  commercial  communication,  and  promoting  marketplace 
consistency. 

Given  the  potential  health  and  safety  risks  related  to  food  consumption  as  well  as  the 
opportunities  to  improve  human  health  through  diet,  it  is  little  wonder  that  the 
government  has  been  extensively  involved  in  developing  a  wide-ranging  food 
regulatory  framework.  The  key  objective  of  food  safety  regulations  and  programs  is  to 
assure  that  food  products  will  not  adversely  affect  health  because  of  unsanitary 
production  conditions  and  practices,  improper  food  handling  and  packaging,  or  harmful 
contaminants  or  food  additives,  such  as  drugs  or  certain  pesticides.  These  regulations 
often  include  standards  intended  to  ensure  that  the  U.S.  supply  is  both  safe  and 
wholesome.  Carefully-crafted  food  and  nutrition  regulations  and  programs  can  also 
improve  human  health  by,  among  other  objectives:  establishing  science-based  dietary 
guidelines;  educating  consumers  on  the  link  between  diet  and  health;  encouraging 
technological  innovation  to  produce  healthier  low-cost  foods;  and  fostering  truthful 
consumer  communication. 

While  there  is  little  debate  about  the  government's  role  in  setting  and  enforcing 
minimum  health  and  safety  standards  for  the  food  supply,  there  is  a  great  deal  of 
debate  in  defining  "minimum."  Preventing  meat  contaminated  with  harmful  bacteria 
from  entering  the  marketplace  clearly  protects  public  health  and  enhances  consumer 
confidence.  But  it  is  not  so  clear  that  as  much  as  $1  billion  should  be  spent  by  the 
economy  to  reduce  a  theoretical  cancer  risk  from  1  in  900,000  to  zero. 

Ensure  Truthful  Communication 

Most  interested  parties  also  believe  that  the  government  should  help  ensure  that 
consumers  receive  truthful  and  nondeceptive  commercial  information.  The 
"Electricating  Liniment"  sold  by  Sears  for  29  cents  a  bottle  in  the  early  part  of  this 
century  may  have  had  value  to  consumers,  but  it  certainly  was  not,  as  the  advertising 
claimed,  a  "certain  cure  for  rheumatism,  cuts,  sprains,  wounds,  old  sores,  corns,  galis, 
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bruises,  growing  pains,  contracted  muscles,  lame  back,  stiff  joints,  frosted  feet,"  etc. 
And  "Dr.  Barker's  Blood  Builder"  was  not  a  cure  for  everything  from  acne  to  ulcers  to 
syphilis.  The  government  rightly  has  a  role  in  keeping  such  claims  from  being  made. 
Moreover,  implied  deception  can  be  as  harmful  as  outright  misinformation  if  it  misleads 
consumers.  Government  plays  an  appropriate  role  in  preventing  any  knowing 
deception  through  unstated  implications  of  advertising  or  label  claims. 

Although  ensuring  truthfulness  sounds  simple,  unfortunately  it  is  not.  Critics  frequently 
say  that  the  federal  government  moves  too  slowly  to  stop  certain  labeling  and 
advertising  practices  that  some  consider  false  or  misleading.  However,  the  government 
must  follow  tough  standards  when  restricting  commercial  speech  protected  by  the  First 
Amendment. 

The  new  Nutrition  Labeling  and  Education  Act  (NLEA)  is  a  recent  example  of  needed 
consumer  communication  regulation.  This  new  law  will  help  ensure  the  truthfulness  of 
information  set  forth  on  food  labels.  For  a  company  which  prides  itself  on  providing 
healthy  foods  to  consumers,  the  standards  set  in  the  NLEA  help  its  attempts  to  reach 
consumers  with  accurate  information. 

Promote  Consistency 

The  third  major  area  for  federal  regulation  is  in  promoting  marketplace  consistency. 
Most  manufacturers  promote  consistency  by  spending  millions  of  dollars  annually  on 
quality  controls  which  ensure  that  consumers  are  guaranteed  of  purchasing  the  same 
quality  product  no  matter  when  or  where  they  buy  it.  Not  every  manufacturer,  however, 
has  this  long-term  view,  forcing  the  government  to  play  a  necessary  role  in  ensuring 
marketplace  consistency.  The  meat  grading  standards  used  by  USDA,  whi'e  judging 
the  wrong  quality  measure,  at  least  ensure  that  consumers  are  getting  generally  similar 
products,  whether  purchased  in  Kansas  City  or  Chicago.  Grade  A  large  eggs  are 
similar  in  Seattle  or  Sarasota.  Under  the  new  NLEA,  food  product  labels  will  read  the 
same  no  matter  what  state  a  product  is  produced  or  sold  in,  or  whether  it  is  a  USDA-  or 
FDA-regulated  product. 

IMPROVING  REGULATIONS  -  WHAT  NEEDS  TO  BE  DONE 

While  human  health  protection,  truthful  commercial  communications  and  marketplace 
consistency  are  important  areas  of  government  regulatory  activity,  resisting  the 
tendencies  to  over-regulate  industries,  micro-manage  companies  and  leave  outdated 
regulations  intact  are  government's  most  difficult  challenges.  In  order  to  meet  these 
challenges,  three  key  changes  in  how  regulations  are  imposed  will  need  to  be  made. 
First,  priorities  will  need  to  be  established  on  what  to  regulate.  Next,  market-oriented 
laws  will  need  to  be  established  based  on  those  priorities.  Finally,  the  bureaucracy 
which  implements  and  oversees  those  market-oriented  regulations  will  need  to  be 
streamlined. 
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Set  Priorities 


Clearly,  the  government  should  focus  its  resources  where  the  greatest  health  problems 
lie.  Federal  government  resources  have  dwindled  significantly  in  the  past  decade,  as 
entitlement  programs  and  interest  payments  on  the  national  debt  have  helped  create 
extensive  annual  deficits.  The  need  to  cut  back  on  spending  means  government  must 
make  difficult  choices  among  programs  and  that  remaining  scarce  financial  resources 
be  used  efficiently.  The  most  effective  means  to  prioritize  health  and  safety  resources 
is  to  use  science  as  the  basis  for  sound  decision-making  and  to  conduct  cost-benefit 
analyses  to  determine  what  regulatory  options  are  most  effective. 

Use  Science 

Sound  science  should  be  used  to  determine  which  problems  the  government  will  tackle. 
Addressing  problems  based  on  agendas  other  than  protecting  public  health  leads  to 
wasted  resources  and  ineffective  programs  to  address  health  and  environmental 
concerns.  Risk  assessment  science  can  allow  regulators  to  determine  which  problems 
significantly  affect  health  and  safety.  This  science  uses  lifetime  animal  bioassays, 
human  epidemiological  studies  and  other  data  to  determine  whether  a  chemical  or 
activity  is  a  human  health  hazard.  The  skill  of  researchers  in  making  these 
determinations  is  improving,  and  putting  federal  resources  toward  its  improvement 
would  be  a  worthwhile  investment. 

Battles  over  risk  assessment  science  have  been  occurring  for  decades,  but  have 
become  sharply  focused  in  recent  months  as  the  EPA  moves  closer  to  enforcing  the 
"zero-risk"  Delaney  Clause.  A  particularly  strong  battle  exists  over  whether  the  use  of 
the  Maximum  Tolerated  Dose  (MTD)  in  doing  cancer  risk  assessments  provides 
researchers  with  real  information  about  a  chemical's  cancer  risk.  Regardless  of  the 
outcome  of  this  debate,  certainly  our  regulatory  system  is  better  off  being  based  on 
good,  but  improving  science,  rather  than  on  no  science  at  all. 

Furthermore,  there  is  little  doubt  that  the  federal  government  should  use  one  scientific 
standard.  In  one  law  alone,  the  Clean  Air  Act  Amendments  of  1990,  Congress 
managed  to  use  just  about  every  conceivable  risk  level  for  varying  portions  of  the  law 
alternating  between  the  "non-numerical"  negligible  risk  standard  and  specific  numerical 
requirements  such  as  a  one-in-one-million  level.  Food  safety  law  is  governed  by  the 
zero-risk  Delaney  Clause  of  the  Federal  Food,  Drug  and  Cosmetic  Act  for  processed 
foods  and  by  a  different  section  of  the  FFDCA  for  raw  commodities,  which  says  only 
that  the  residues  on  those  commodities  must  be  limited  to  a  level  which  protects  public 
health.  These  inconsistencies  in  regulations  make  compliance  difficult  and  also  call 
into  question  the  legitimacy  of  such  contradictory  regulations. 

Consider  Cost/Benefits 

Risk  assessment  is  a  terrific  technological  innovation,  but  its  results  need  to  be  placed 
in  perspective.    The  warning  labels  required  under  California's  Proposition  65  voter 
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initiative  have  panicked  parents  who,  when  filling  their  childrens'  sandboxes,  read  that 
the  sand  they  are  buying  "may  contain  ...  crystalline  silica  ...  known  to  the  State  of 
California  to  cause  cancer,"  even  though  that  sand  is  typical  beach  sand. 

The  need  to  consider  the  costs  and  benefits  of  a  regulation  is  perhaps  clearest  when 
considering  the  impact  Proposition  65  would  have  had  on  milk  had  it  not  been  for  a 
case-specific  exemption.  As  you  know,  Vitamin  A  has  tremendous  health  benefits,  and 
is  a  key  ingredient  in  the  federal  government's  push  for  improved  nutrition.  Vitamin  A  is 
also  considered  by  the  State  of  California  to  be  a  reproductive  toxicant  and  as  such 
under  Proposition  65  would  have,  without  a  special  exemption,  meant  that  milk  would 
be  required  to  carry  a  health  hazard  warning.  An  environmental  hazard  warning  would 
certainly  have  reduced  milk  consumption,  and  therefore,  the  overall  health  of  children. 
The  costs  of  hazard  labels  on  milk  clearly  outweighed  the  benefits.  Without  providing 
agencies  with  the  flexibility  to  weigh  costs  and  benefits  as  part  of  every  safety  law, 
legislators  run  the  risk  of  harming  consumers.  Regulations  without  this  flexibility  also 
run  the  strong  risk  of  desensitizing  consumers  to  real  risks  by  needlessly  warning  them 
about  every  potential  hazard. 

In  addition  to  using  scientific  measurements  to  determine  the  need  for  a  particular 
regulation,  comparative  cost-benefit  analysis  must  be  done  to  ensure  that  the 
resources  spent  by  companies  and  the  government  provide  the  most  consumer  benefit. 
Environmental  interest  groups  have  argued  for  many  years  that  there  is  no  cost  too 
great  to  protect  the  environment.  We  all  know  that  is  not  the  case,  particularly  in  the 
current  era  of  dwindling  resources. 

Establish  Market-Oriented  Laws 

Once  government  has  decided  what  our  nation's  science-based  regulatory  goals 
should  be,  it  faces  another  difficult  challenge.  It  must  establish  such  standards  in 
manners  which  allow  industries  to  reach  goals  as  efficiently  as  possible.  While  any 
market-oriented  law  must  be  set  nationally,  regulators  can  choose  to  meet  their  goals 
through  either  behavior-based  taxes,  or  standards  which  provide  for  flexible 
implementation.  Industry  benefits  from  market-based  laws  through  improved  cost- 
efficiency.  Government  benefits  from  both  financial  savings  and  easier  oversight. 

Flexible  Implementation 

The  Clean  Air  Act  is  providing  valuable  lessons  on  the  importance  of  establishing 
regulatory  targets  and  providing  industry  with  the  flexibility  to  achieve  those  goals  cost- 
effectively.  The  act  sets  a  specific  goal  of  removing  10  million  tons  of  sulfur  dioxide 
from  the  nation's  atmosphere,  but  allows  utilities  with  excess  S02  emissions  to 
purchase  permits  for  exceeding  the  emissions  standard  from  others  who  are  able  to 
clean  up  below  their  required  level  at  less  cost.  The  government  goal  is  reached,  but  in 
a  manner  which  is  cost-efficient  for  industry  and  ultimately  consumers. 


340 


Page  #7 

As  Congress  moved  the  Clean  Air  Act  through  the  legislative  process,  even  some 
skeptical  environmental  groups  began  to  realize  they  could  convince  Congress  to  set 
strict  environmental  standards  if  the  law  provided  flexibility  for  companies  and 
industries  on  how  to  meet  those  standards.  The  Environmental  Defense  Fund  has 
been  a  leader  among  the  environmental  community  in  pushing  for  market-oriented 
regulations.  Even  the  traditional  "command  and  control"  groups  -  those  favoring  laws 
which  require  companies  to  take  specific  actions  by  specific  dates  so  that  compliance  is 
easily  determined  -  are  beginning  to  see  the  value  of  flexible  market-oriented  systems 
as  the  way  for  future  regulations. 

Behavior-Based  Taxes 

While  tradable  permit  systems  represent  a  dramatic  step  forward  from  command-and- 
control  regulations  of  the  past  (at  least  I  hope  they  are  in  the  past),  a  number  of 
economists  argue  that  the  purest  market  method  for  achieving  behavioral  control  is 
through  fees  or  taxes.  It  is  clearly  better  to  tax  an  activity  you  want  to  discourage  than 
to  tax  activities  you  are  attempting  to  stimulate.  Pollution  control  efforts  are  often  cited 
as  prime  candidates  for  testing  this  theory.  Environmental  taxes  have  become 
increasingly  popular  from  the  government's  perspective  in  recent  years  as 
environmental  goals  are  joined  by  government  revenue  needs. 

Environmental  taxes  are  certainly  a  more  efficient  way  to  attack  environmental 
concerns  than  command-and-control  regulations,  but  I  am  cautious  in  advocating  them. 
Given  the  revenue  needs  of  the  federal  government,  they  likely  could  be  imposed 
simply  to  raise  revenue  and  not  to  change  behavior,  with  traditional  "command-and- 
control"  regulations  continuing  unabated.  As  a  replacement  for  current  taxes  on 
investment,  research  and  development,  and  other  activities  with  long-term  economic 
benefits,  however,  carefully-crafted  environmental  taxes  might  make  sense.  For  a 
behavior-based  tax  to  be  effective  in  achieving  its  goal,  it  must  meet  several  important 
criteria.  First,  the  tax  must  be  imposed  at  the  appropriate  level  of  responsibility.  If  the 
goal  is  to  influence  the  composition  of  packaging  materials,  for  example,  it  would  be  far 
more  effective  to  target  the  packaging  material  manufacturer  rather  than  the  end-user. 
Second,  the  tax  must  be  applied  in  a  manner  which  allows  the  target  to  escape  the  tax 
by  changing  its  behavior.  Finally,  and  most  importantly,  the  tax  must  be  imposed  on  an 
activity  that  truly  affects  human  health,  and  for  which  the  costs  and  benefits  are  clearly 
understood. 

Federal  Uniformity 

Federal  uniformity  is  also  a  key  element  of  making  the  marketplace  work  and  allowing 
U.S.  manufacturers  to  be  globally  competitive.  Supporters  of  President  Reagan  made 
a  key  mistake  in  1980  while  arguing  for  a  reduced  regulatory  role  for  the  federal 
government.  That  mistake  was  to  assume  that  the  states  would  not  pick  up  the 
regulatory  slack,  which  indeed  they  did,  in  a  manner  which  was  both  costly  and 
inefficient  for  industries  that  manufacture  or  sell  products  on  a  national  or  international 
basis. 
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During  the  1 980s,  many  states  assumed  an  increasing  regulatory  role  in  such  diverse 
and  nationally  important  areas  as  solid  waste  and  packaging,  food  labeling  and  air 
quality.  Industry  has  been  forced  to  invest  significant  resources  in  attempting  to 
prevent  a  patchwork  quilt  of  conflicting,  confusing  and  contradictory  state  regulation. 
Obviously,  such  state  regulation  poses  extreme  burdens  on  national  manufacturers  and 
distributors.  Under  this  diversified  regulatory  framework,  we  find  it  as  difficult  to  do 
business  nationally  as  a  baseball  player  would  find  it  to  play  ball  in  a  game  with  50 
umpires  -  many  with  different  rule  books.  For  example,  in  the  solid  waste  arena,  the 
grocery  industry  faces  unworkable  and  often  contradictory  proposals  in  almost  every 
state.  The  warning  labels  on  food  required  under  Proposition  65  in  California  are 
placing  a  tremendous  burden  on  industry.  The  NLEA  provided  uniformity  for  most  label 
claims,  but  unfortunately  does  not  address  the  Prop-65  mandated  warnings. 

Improve  Government's  Performance 

In  the  area  of  food  safety,  the  government  can  take  several  steps  to  improve  its 
efficiency.  Some  steps  are  fairly  simple;  others  require  a  fundamental  redesign  of  the 
food  regulatory  system. 

Establish  a  Single  Food  Agency 

An  important  step  would  eliminate  duplication,  confusion,  and  delay  by  placing  all 
authority  and  responsibility  for  the  safety  of  the  nation's  food  supply  in  one  agency.  A 
GAO  report  prepared  in  June  1992  noted  several  problems  caused  by  the  current 
system: 

"Although  officials  of  all  the  agencies  [responsible  for  food  regulation]  recognize  the 
need  for  prompt  referrals  of  food  safety  problems  to  the  responsible  agency  for  action, 
such  referrals  are  frequently  not  made... Agencies  have  also  acted  to  protect  their  own 
jurisdictions,  thus  reducing  their  flexibility  to  respond  to  changing  consumption  patterns 
and  emerging  food  safety  issues,  such  as  the  control  of  food  poisoning  outbreaks 
associated  with  salmonella." 

While  a  single  food  agency  would  help  eliminate  many  food  safety  problems  faced  in 
the  United  States,  it  will  not  be  enough  if,  as  the  GAO  notes,  Congress  does  not  also 
eliminate  conflict  which  exists  in  food  laws.  "A  new  structure  for  food  safety  inspection 
and  enforcement,  based  on  uniform  enforcement  authorities  and  an  assessment  of  the 
risk  that  food  products  pose  to  public  health,  could  help  the  Congress  oversee,  fund 
and  enact  legislation  on  the  federal  food  safety  inspection  system,"  the  GAO  stated. 
But  by  paring  these  laws  and  making  one  agency  responsible  for  implementation, 
government  will  undoubtedly  enhance  its  oversight  and  enforcement,  and  at  a  lower 
cost. 

Government  officials  and  agencies  must  also  be  held  accountable  through  performance 
standards.    Each  day,  Quaker's  performance  is  measured  by  the  stock  market  and 
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quarterly  by  its  public  earnings  statements.  If  the  company  does  not  perform 
adequately,  consequences  follow:  lower  earnings,  lower  pay,  demotions,  and  job  loss. 
Few  government  agencies  have  implemented  performance  standards.  Texas  is  a 
notable  exception  with  its  attempt  to  implement  performance  measures  for  its 
investment  of  taxes.  In  this  era  of  constrained  budgets,  all  states  and  the  federal 
government  must  institute  performance  standards. 

Government  agencies  must  also  have  sufficient  resources  to  do  their  jobs.  For  years, 
inadequate  funds  prevented  the  Food  and  Drug  Administration  from  effectively 
addressing  its  numerous  regulatory  responsibilities.  FDA  receives  only  one-tenth  of  1 
percent  of  the  federal  budget  for  regulation  of  the  food  industry,  an  industry  that 
produces  more  than  1 5  percent  of  the  nation's  gross  national  product. 

Prescription  drug  manufacturers  became  so  disenchanted  with  the  FDA's  slow  process 
for  approving  new  drugs  that  they  agreed  in  1992  to  pay  user  fees  for  additional  staff  to 
review  drug-approval  applications.  Speedier  FDA  review  means  that  profitable  new 
products  reach  the  marketplace  faster.  In  the  food  industry,  enhanced  government 
safety  measures  directly  benefit  consumers,  and  thus  additional  funds  for  FDA  should 
appropriately  come  from  general  revenue  sources. 

But  significant  new  revenue  sources  may  not  be  needed  to  enhance  the  performance  of 
food  regulating  agencies.  FDA  could  receive  increased  funding  if  the  government 
eliminated  inefficient,  obsolete,  and  unnecessary  programs  and  reallocated  its 
resources  to  essential  efforts  based  on  sound  science. 
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May  23   1994  RESTAURANT 

May23,1994  ASSOCIATION 

Honorable  Edolphus  Towns 

Chairman 

Subcommittee  on  Human  Resources  and 

Intergovernmental  Relations 
B-372  Rayburn  Building 
U.S.  House  of  Representatives 
Washington,  DC.   20515 

Dear  Mr.  Chairman: 

On  behalf  of  the  National  Restaurant  Association  and  the  730,000  foodservice 
establishments  nationwide,  I  appreciate  the  opportunity  to  share  with  you  our  views  on 
the  federal  food  safety  system. 

The  foodservice  industry  strongly  supports  a  safe  food  delivery  system.    Such  a  system  is 
necessary  for  ensuring  people  will  dine  out.   However,  it  is  important  to  remember  that 
it  is  local  jurisdictions  which  have  the  primary  responsibility  for  ensuring  safe  food  in 
restaurants  through  local  health  codes  and  standards.   The  federal  system  plays  an 
ancillary  role  by  providing  model  health  code  language  and  providing  the  inspection  and 
regulatory  oversight  for  most  of  the  food  items  which  are  delivered  to  restaurants. 
However,  it  should  be  noted  that  this  is  an  important  role  not  only  in  providing  safe 
food,  but  also  in  inspiring  confidence  in  the  food  supply  system. 

You  have  asked  us  to  assess  the  capability  of  the  Food  and  Drug  Administration  (FDA) 
to  ensure  the  safety  of  the  nation's  food  supply.   One  must  first  realize  that  the  food 
supply  cannot  be  ensured.   Aggressive  regulatory  action  can  only  reduce  risks.   Thus,  a 
more  appropriate  question  becomes:   How  much  are  we  willing  to  pay  to  reduce  risks 
further?   Alternatively,  we  might  ask:   How  much  risk  are  we  willing  to  accept?    In  other 
words,  are  foodservice  operators  and/or  consumers  willing  to  pay  more  in  money, 
regulatory  intrusion,  and  altered  food  taste  and  texture,  in  order  to  achieve  diminishing 
returns  in  terms  of  reduced  risks? 

Our  answer  to  your  query  is  that  we  believe  the  FDA  is  doing  an  adequate  job,  but  does 
not  currently  have  sufficient  resources  to  meet  all  of  their  statutory  responsibilities. 
While  additional  federal  support  would  address  this  shortcoming,  we  also  believe  there 
must  be  a  renewed  focus  of  the  agency's  efforts  and  a  review  of  the  confusion  caused  by 
overlaps  with  other  agencies,  most  notably  USDA/FSIS  and  EPA.   There  are  instances 
when  such  overlaps  are  merely  amusing,  such  as  when  a  pizza  manufacturer  must  meet 
two  separate  federal  requirements,  one  for  meat  products  (USDA)  and  another  for  non- 
meat  (FDA).    Other  times  they  are  clumsy,  such  as  when  FDA  must  sample  produce 
and  test  for  pesticide  residues  but  those  allowable  levels  are  set  by  EPA.    Similary,  the 
FDA  issues  guidelines  for  the  use  of  sanitizing  chemicals  in  foodservice  establishments, 
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but  EPA  registers  those  chemicals  and  their  use  conditions,  and  the  day-to-day 
monitoring  of  use  is  normally  handled  by  state  or  local  agencies.   In  perhaps  the  most 
frustrating  illustration,  under  the  latest  FDA  guidelines  (Food  Code  1993,  a  model 
ordinance)  restaurant  operators  are  required  to  cool  shell  eggs,  milk,  or  shellfish  to  41°F 
within  four  hours  of  receipt.   Yet,  because  these  commodities  are  covered  by  other  laws 
and  regulations  in  transit,  they  may  have  been  held  for  days  at  temperatures  of  50°F  to 
60°F.   Certainly,  if  these  products  are  volatile  in  the  restaurant,  they  should  be  more  so 
in  transit,  but  FDA  guidelines  and  regulations  merely  attack  the  most  available  site, 
rather  than  the  more  critical  one. 

Regarding  the  Hazard  Analysis  Critical  Control  Point  (HACCP)  system,  the  FDA  has 
issued  proposed  rules  for  establishing  a  system  of  inspection  for  seafood  importers, 
wholesalers,  and  processors.   We  generally  regard  this  as  a  positive,  if  overdue,  step 
because  it  tends  to  focus  control  efforts  on  those  areas  known  to  cause  disease  such  as 
temperature  abuse.   The  proposal  also  allows  the  flexibility  to  shift  emphasis  based  upon 
differing  risks  in  various  products  or  locations.   The  proposal  could  result  in  an 
increased  cost  for  seafood.   However,  that  may  be  offset  by  increased  quality, 
consistency,  and  consumer  confidence.   The  largest  problem  with  the  proposal  lies  in  the 
inability  to  monitor  conditions  at  sea  where  the  first,  and  often  most  critical,  abuses  may 
occur. 

The  design  of  FDA's  inspection  program  has  differing  rates  of  efficacy  based  on  the  food 
products  involved  and  the  stage  within  the  food  processing,  distribution,  and  preparation 
chain.   For  example,  FDA's  system  of  controls  for  low-acid  canned  foods  are  extremely 
effective,  as  evidenced  by  the  rarity  of  incidents  of  Clostridium  botulinum.   FDA  has 
been  less  effective  in  the  area  of  imported  foods.   Overall,  we  would  probably  rate  the 
existing  FDA  system  as  competent  given  the  available  resources  and  directions. 

Our  thoughts  on  an  optimal  federal  food  safety  system  are  outlined  below: 

1)  Single  agency  authority  from  the  farm  (or  water)  to  the  table.    However, 
this  should  not  pre-empt  local  administration  at  the  retail/foodservice  level. 

2)  Risk-based  and  flexible. 

3)  Preventive,  as  opposed  to  corrective. 

4)  Educational  as  to  the  realistic  limits  of  the  system  and  necessary 
downstream  controls. 
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5)  Sufficient  resources  including  proper  levels  of  knowledge  and  training  for 
all  professional  and  field  personnel. 

6)  Sufficient  statutory  authority,  including  the  repeal  of  anachronistic  laws 
and  regulations. 

Regarding  the  proposed  elimination  of  the  FSIS,  it  is  preferable  from  our  point  of  view 
to  have  one  government  agency  to  have  authority  over  food  safety.    In  this  context,  we 
favor  the  elimination  of  FSIS  and  the  transfer  of  their  regulatory  functions  to  FDA. 
However,  this  should  not  be  interpreted  to  mean  that  FSIS  has  not  been  effective  and, 
futhermore,  it  should  not  be  assumed  that  such  a  transfer  would  result  in  more 
competent  regulatory  oversight.   In  our  opinion,  it  would  simply  be  preferable  to 
consolidate  oversight  responsiblities  in  one  agency. 

We  appreciate  your  willingness  to  consider  our  views  on  this  important  subject. 


Elaine  ,Z--Graham 

Senior  Director,  Government  Affairs 
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Chairman  Towns  and  members  of  the  committee,  thank  you  for  the  opportunity  to 
provide  comments  to  you  on  this  important  topic.  The  Animal  Health  Institute  (AHI) 
has  reviewed  recommendations  put  forth  by  the  National  Performance  Review  to 
consolidate  responsibilities  for  all  federal  food  safety  functions  into  one  agency  ~  the 
Food  and  Drug  Administration,  and  applauds  your  commitment  to  the  safety  of  the 
nation's  food  supply. 

AHI  represents  manufacturers  of  animal  health  products  —  the  pharmaceuticals,  vaccines 
and  feed  additives  used  in  modern  food  production,  and  the  medicines  that  keep  pets 
healthy.  The  animal  health  products  industry  strenuously  ensures  the  safety  of  the 
products  it  manufactures.  The  safe  use  of  these  products  are  vital  for  maintaining 
animal  health,  and  vital  for  producing  safe  food  for  consumers  of  meat,  milk  and  eggs. 

Bringing  an  animal  health  product  to  market  is  a  complex  process.   Only  one  in  20,000 
discovered  chemicals  ever  makes  it  from  the  laboratory  to  the  farm.   And  only  one  in 
200  potential  drugs  makes  it  through  pre-clinical  testing  and  approval.     All  of  this  takes 
time.   It  can  take  three  to  four  years  to  license  a  new  animal  vaccine,  and  a  decade  or 
more  to  take  an  animal  drug  from  discovery  to  approval. 

It  is  also  expensive.   In  1993,  the  animal  health  products  industry  spent  nearly  $400 
million  on  research  and  development   For  a  $2.4  billion  industry,  that  means  that  about 
20  cents  of  every  dollar  earned  by  the  industry  is  spent  researching  and  developing  new 
products;  this  ratio  is  substantially  higher  than  similar  industries. 

The  primary  reason  that  the  product  development,  review  and  approval  processes  are  so 
time-consuming  and  costly  is  because  of  safety  tests.   All  animal  health  products  go 
through  a  stringent  seven-step  process  that  involves  testing  to  discover  a  product,  testing 
to  approve  the  product,  and  testing  to  monitor  the  product  once  it's  been  approved. 

Manufacturers  and  government  work  together  on  all  of  this  testing  —  testing  for 
effectiveness,  testing  for  safety,  testing  for  quality  and  testing  for  residues  —  protects  the 
producer,  the  animal  and  the  consumer.  The  public  can  be  assured  that  when  an  animal 
health  product  is  used  according  to  label  instructions,  its  manufacturer  and  the  federal 
government  have  certified  that  it's  effective  and  safe.  And  that  is  important. 

Industry  believes  that  its  products,  when  used  properly,  are  crucial  to  the  safety  of  the 
U.S.  food  supply.   AHI  has  developed  several  programs  centered  around  the  idea  of 
proper  product  use  and  food  safety.   First,  AHI  has  developed  its  Food  Safety  Network, 
which  links  all  segments  of  animal  agriculture  to  food  retailers  and  consumer  groups. 
The  network  relays  facts  about  meat,  milk  and  egg  safety  to  people  providing  food  safety 
information  and  offers  opportunities  to  work  together  on  crucial  food  safety  issues. 
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AHI  also  worked  with  the  numerous  producer  groups  to  develop  quality  assurance 
programs  aimed  at  informing  producers  about  proper  handling  and  raising  of  farm 
animals.   Specifically,  AHI  worked  with  the  producer  groups  to  develop  proper  drug  use 
components  stressing  the  importance  of  selecting  the  correct  animal  health  products, 
using  them  properly  and  adhering  to  withdrawal  times.   AHI  continues  to  work  closely 
with  these  producer  groups  on  their  quality  assurance  programs  to  provide  the  most 
current  information  available  on  the  proper  use  of  animal  health  products.   In  fact,  AHI 
recently  published  a  comprehensive  booklet  describing  the  basic  components  of  each 
groups  quality  assurance  programs  and  distributed  over  35,000  copies  to  producers 
nationwide.   Plans  are  underway  to  distribute  even  more  to  help  increase  producer 
participation  in  these  important  programs. 

AHI  has  also  produced  a  number  of  other  communication  tools  (videos,  slide  shows, 
etc.)  to  continuously  underscore  the  importance  of  using  animal  health  products 
properly. 

Obviously,  AHI  member  companies  are  committed  to  ensuring  the  safety  of  the  products 
they  manufacture,  and  hence  a  safe  food  supply.   That  is  why  AHI  is  so  interested  in  the 
issue  of  developing  a  single  food  safety  agency.  And,  while  AHI  does  not  have  a  formal 
position  on  this  issue,  it  is  concerned  about  the  possible  effects  -  both  positive  and 
negative  —  of  moving  all  food  safety  programs  into  an  agency  that  is  already  short  on 
financial  resources  and  long  on  mandates  from  Congress  and  the  administration. 

The  Food  and  Drug  Administration  has  the  responsibility  of  reviewing  and  approving 
animal  health  product  applications  which  are  vitally  important  for  the  future  success  of 
the  animal  health  products  industry.   Therefore,  an  effective  FDA  is  vitally  important  to 
the  future  of  the  industry.   The  idea  of  altering  any  food  safety  jurisdictions  must  be 
thoroughly  reviewed  and  discussed  by  all  relevant  parties  —  government,  consumer 
groups,  agriculture,  and  industry  —  in  order  to  devise  a  food  safety  system  that 
adequately  addresses  important  concerns  and  does  not  over-burden  any  agency. 

There  are  several  items  AHI  believes  must  be  addressed  before  any  changes  are 
implemented.   First,  a  study  of  USDA  and  FDA  strengths  and  weaknesses  (pertaining  to 
developing  and  monitoring  food  safety  initiatives)  needs  to  be  conducted  before  merging 
food  safety  missions  and  programs.   This  helps  better  define  food  safety  missions, 
identify  areas  for  improvement,  and  target  areas  currently  performed  admirably. 

Given  AHI's  relationship  with  the  FDA  and  its  Center  for  Veterinary  Medicine  (the 
industry's  chief  regulator),  several  current  situations  lead  the  industry  to  question 
whether  FDA  has  adequate  resources  to  take  on  another  regulatory  responsibility. 

The  first  is  the  current  animal  health  product  availability  situation.   Over  the  last  decade, 
AHI  member  companies  have  experienced  a  marked  reduction  in  the  number  of 
products  being  approved  by  FDA's  Center  for  Veterinary  Medicine,  despite  a  doubling 
of  research  and  development  expenditures.   In  addition,  the  average  time  from 
submission  of  an  application  to  the  time  it  is  reviewed  has  increased  substantially. 
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Statute  requires  that  a  new  drug  application  be  reviewed  within  180  days  --  it  has  been 
averaging  990  days.   All  of  this  suggests  that  FDA  may  be  overworked  and  understaffed 
for  completing  its  current  missions. 

Second,  if  responsibility  for  food  safety  is  to  be  consolidated  into  one  agency,  specific 
missions,  goals,  and  comprehensive  performance  standards  need  to  be  developed 
beforehand.  The  food  safety  function  of  the  federal  government  is  too  important  to  the 
health  of  Americans  to  consider  any  changes  without  first  setting  clear  goals  and 
standards  for  performance.  Again,  all  relevant  parties  need  to  be  heard  during  the 
development  process  so  that  the  strongest,  most  workable  system  can  be  established. 

And  third,  a  thorough  examination  of  funding  sources  for  an  expanded  FDA  needs  to 
take  place  to  ensure  that  adequate  funding  is  available.   AHI  believes  that  any  proposed 
food  safety  agency  needs  to  be  fully  funded  by  U.S.  Treasury  dollars  and  not  by  deficit 
reduction  user  fees.   AHI  has  been  actively  following  the  current  FDA  appropriations 
process  and  is  concerned  that  the  agency  may  already  be  facing  funding  difficulties.  To 
add  an  additional  regulatory  responsibility,  especially  one  as  costly  as  regulating  and 
monitoring  the  safety  of  the  food  supply,  would  further  burden  FDA. 

These  and  other  considerations  must  be  thoroughly  discussed  by  your  committee  and 
other  legislators.   The  Animal  Health  Institute  appreciates  the  opportunity  to  submit  this 
testimony  to  the  Human  Resources  and  Intergovernmental  Relations  Subcommittee. 
The  industry  remains  committed  to  the  safe  production  of  meat,  milk  and  eggs,  and 
looks  forward  to  working  with  Congress  and  regulators  on  continuing  efforts  to  ensure 
that  America's  food  remains  safe. 
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Addressing  Emerging  Infectious  Disease  Threats: 

A  Prevention  Strategy  for  the  United  States 

Executive  Summary 

Ingenuity,  knowledge,  and  organization  alter  but  cannot  cancel  humanity's  vulnerability  to  inva- 
sion by  parasitic  forms  of  life.  Infectious  disease  which  antedated  the  emergence  of  humankind 
will  last  as  long  as  humanity  itself,  and  will  surely  remain,  as  it  has  been  hitherto,  one  of  the 
fundamental  parameters  and  determinants  of  human  history. 

—  William  H.  McNeill  in  Plagues  and  Peoples,  1976 

Summary 

The  spectrum  of  infectious  disease  is  changing  rapidly  in  conjunction  with 
dramatic  societal  and  environmental  changes.  Worldwide,  explosive  population 
growth  with  expanding  poverty  and  urban  migration  is  occurring;  international 
travel  and  commerce  are  increasing;  and  technology  is  rapidly  changing — all  of 
which  affect  the  risk  of  exposure  to  infectious  agents. 

Recent  examples  of  important  emerging  infectious  diseases  include  pro- 
longed diarrheal  illness  due  to  waterborne  Cryptosporidium,  hemorrhagic  colitis 
and  renal  failure  from  foodborne  Escherichia  coli  0157:H7,  pneumonia  and 
middle-ear  infections  caused  by  drug-resistant  pneumococci,  and  rodentborne 
hantavirus  pulmonary  syndrome.  These  diseases  as  well  as  resurgent  diseases 
(e.g.,  tuberculosis  and  cholera)  illustrate  human  vulnerability  to  microorganisms 
in  the  environment.  Three  recent  reports  by  the  Institute  of  Medicine  document 
the  need  to  address  emerging  infectious  disease  threats. 

In  partnership  with  representatives  from  health  departments,  other  federal 
agencies,  medical  and  public  health  professional  associations,  and  international 
organizations,  CDC  has  developed  a  strategic  plan  to  address  emerging  infec- 
tious disease  threats.  The  plan  contains  four  goals  that  emphasize  surveillance, 
applied  research,  prevention  and  control,  and  public  health  infrastructure.  To  en- 
sure sustainability,  plan  implementation  will  be  approached  in  stages,  as  a 
long-term  endeavor  with  emphasis  on  extramural  programs.  As  health-care  re- 
form proceeds,  priority  should  be  given  to  strengthening  partnerships  between 
health-care  providers,  microbiologists,  and  public  health  professionals  to  detect 
and  control  emerging  infectious  diseases. 

INTRODUCTION 

Once  expected  to  be  eliminated  as  a  public  health  problem,  infectious  diseases  re- 
main the  leading  cause  of  death  and  disability-adjusted  life  years  (DALYs)  worldwide 
(T)  and  are  among  the  leading  causes  of  death  in  the  United  States  (2).  Dramatic 
changes  in  society,  technology,  and  the  environment,  together  with  the  diminished 
effectiveness  of  certain  approaches  to  disease  control,  usher  in  an  era  wherein  the 
spectrum  of  infectious  diseases  is  expanding,  and  many  infectious  diseases  once 
thought  to  be  controlled  are  increasing  (Box  1). 
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The  term  "emerging  infectious  diseases"  refers  to  diseases  of  infectious  origin 
whose  incidence  in  humans  has  either  increased  within  the  past  two  decades  or 
threatens  to  increase  in  the  near  future  (3 ).  To  effectively  address  emerging  infectious 
diseases,  CDC  has  developed  a  strategic  plan  emphasizing  surveillance,  research,  and 
prevention  activities  necessary  to  maintain  a  strong  defense  against  infectious  dis- 
eases that  affect,  or  threaten  to  affect,  the  public's  health. 

The  goals  of  this  plan  address  priorities  for  surveillance,  applied  research,  preven- 
tion and  control,  and  public  health  infrastructure,  respectively: 

Goal  I.    Detect,  promptly  investigate,  and  monitor  emerging  pathogens,  the  dis- 
eases they  cause,  and  the  factors  influencing  their  emergence. 

Goal  II.   Integrate  laboratory  science  and  epidemiology  to  optimize  public  health 
practice. 

Goal  III.  Enhance  communication  of  public  health  information  about  emerging  dis- 
eases and  ensure  prompt  implementation  of  prevention  strategies. 

Goal  IV.  Strengthen  local,  state,  and  federal  public  health  infrastructures  to  support 
surveillance  and  implement  prevention  and  control  programs. 


BOX  1.  Examples  of  emerging  infectious  diseases,  1993 
Diseases  in  the  United  States 

Coccidioidomycosis 

Cryptosporidiosis 

Drug-resistant  pneumococcal  disease 

Escherichia  co//0157:H7  disease 

Hantavirus  pulmonary  syndrome 

Influenza  A/Beijing/32/92 

Vancomycin-resistant  enterococcal  infections 

Diseases  outside  the  United  States 

Cholera,  Latin  America 

Dengue,  Costa  Rica 

Diphtheria,  Russia 

E.  coli  01 57:H7,  South  Africa  and  Swaziland 

Multidrug-resistant  Shigella  dysenteriae,  Burundi 

Rift  Valley  fever,  Egypt 

Vibrio  cholerae  0139,  Asia 

Yellow  fever,  Kenya 
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BACKGROUND 

The  Concept  of  Emergence 

Many  factors  or  combinations  of  factors  can  contribute  to  disease  emergence. 
Newly  emergent  infectious  diseases  may  result  from  changes  in  or  evolution  of  exist- 
ing organisms;  known  diseases  may  spread  to  new  geographic  areas  or  human 
populations;  or  previously  unrecognized  infections  may  appear  in  persons  living  or 
working  in  areas  undergoing  ecologic  changes  (e.g.,  deforestation  or  reforestation) 
that  increase  human  exposure  to  insects,  animals,  or  environmental  sources  that  may 
harbor  new  or  unusual  infectious  agents  (Table  1)  (4-7). 

Infectious  diseases  may  reemerge  because  of  either  the  development  of  antimicro- 
bial resistance  in  existing  agents  (e.g.,  gonorrhea,  malaria,  pneumococci)  or 
breakdowns  in  public  health  measures  for  previously  controlled  infections  (e.g.,  chol- 
era, tuberculosis,  and  pertussis)  (3). 

The  Burden  of  infectious  Diseases 

In  the  United  States  and  elsewhere,  infectious  diseases  increasingly  threaten  public 
health  and  contribute  substantially  to  the  escalating  costs  of  health  care.  For  example, 
childhood  ear  infections  are  the  leading  cause  of  patient  visits  to  pediatricians,  and  the 
incidence  of  visits  for  these  infections  increased  150%  during  1975-1990  (8).  In  addi- 
tion, infectious  agents  may  be  causing  diseases  previously  considered  noninfectious: 
Helicobacter  pylori  has  a  well-established  association  with  peptic  ulcer  disease  and 
gastritis  (9);  sexually  transmitted  human  papillomavirus  is  associated  with  cervical 
cancer  ( 10 );  and  infection  with  hepatitis  C  virus — now  recognized  as  a  leading  cause 
of  chronic  liver  disease  and  cirrhosis  in  the  United  States — occurs  in  an  estimated 
150,000  persons  annually  (11).  Chlamydia  infections  have  long  been  implicated  in  in- 
fertility and,  more  recently,  have  been  tentatively  associated  with  coronary  artery 

TABLE  1.  Factors  contributing  to  emergence  of  infectious  diseases* 

Categories  ^^_. Specific  examples 

Societal  events  Economic  impoverishment;  war  or  civil  conflict;  population 

growth  and  migration;  urban  decay 

Health  care  New  medical  devices;  organ  or  tissue  transplantation;  drugs 

causing  immunosuppression;  widespread  use  of  antibiotics 

Food  production  Globalization  of  food  supplies;  changes  in  food  processing, 

packaging,  and  preparation 

Human  behavior  Sexual  behavior;  drug  use;  travel;  diet;  outdoor  recreation; 

use  of  day  care  facilities 

Environmental  changes  Deforestation/reforestation;  changes  in  water  ecosystems; 

flood/drought;  famine;  global  warming 

Public  health  infrastructure  Curtailment  or  reduction  of  prevention  programs;  inadequate 

communicable  disease  surveillance;  lack  of  trained 
personnel  (e.g.,  epidemiologists,  laboratory  scientists,  and 
vector  and  rodent  control  specialists) 

Microbial  adaptation  Changes  in  virulence  and  toxin  production;  development  of 

and  change  drug  resistance;  microbes  as  cofactors  in  chronic  diseases 

"Adapted  from  reference  3. 
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disease  (72),  and  rodentborne  hantaviruses  may  play  a  role  in  hypertensive  renal 
disease  (73). 

Infectious  diseases  account  for  25%  of  all  visits  to  physicians  each  year,  and  antimi- 
crobial agents  are  the  second  most  frequently  prescribed  class  of  drugs  in  the  United 
States.  ( 14, 15 ).  Direct  and  indirect  costs  of  infectious  diseases  (e.g.,  economic  losses 
and  days  of  disability)  may  exceed  an  estimated  $120  billion.  Such  approximations, 
however,  most  likely  underestimate  the  burden  of  infectious  diseases.  For  example, 
the  International  Classification  of  Diseases  (ICD-9)  distributes  infectious  diseases 
across  several  categories,  obscuring  their  public  health  impact  (e.g.,  the  classification 
of  endocarditis  among  cardiovascular  diseases  and  the  classification  of  meningitis 
and  middle-ear  infections  among  diseases  of  the  nervous  system  and  sense  organs, 
respectively). 

The  Threat  of  Emerging  Infections 

As  a  consequence  of  changes  in  society,  technology,  and  the  environment,  patho- 
gens evolve  or  spread,  and  the  spectrum  of  infectious  diseases  expands.  Emerging 
infections,  such  as  human  immunodeficiency  virus  (HIV)/acquired  immunodeficiency 
syndrome  (AIDS),  illustrate  that  no  nation  can  be  complacent  regarding  human  vul- 
nerability to  microorganisms  in  the  environment.  Since  the  early  1970s,  the  U.S. 
public  health  system  has  been  challenged  by  other  newly  identified  pathogens  and 
syndromes,  such  as  Legionnaires'  disease,  Lyme  disease,  toxic  shock  syndrome, 
hepatitis  C  virus,  and,  most  recently,  hantavirus  pulmonary  syndrome  ( 16-23).  More- 
over, the  incidence  of  many  diseases  widely  presumed  to  be  under  control — such  as 
cholera  (24),  dengue  (25),  yellow  fever  (26),  and  tuberculosis  (TB)  (27,28) — has  in- 
creased in  many  areas  or  spread  to  new  regions  or  populations  throughout  the  world. 
Because  of  widespread  use  and  misuse  of  antimicrobial  drugs,  their  effectiveness  in 
treating  common  bacterial  infections  is  diminishing,  resulting  in  prolonged  illnesses, 
higher  mortality  rates,  and  higher  health-care  costs  (Figure  1)  (29-35). 

Emerging  infections  are  particularly  serious  in  persons  with  lowered  immunity, 
such  as  those  infected  with  HIV  and  those  receiving  immunosuppressive  therapy  for 
cancer  or  organ  transplantation — populations  whose  numbers  are  increasing  (Figure 
2).  Other  groups  that  may  be  disproportionately  affected  by  emerging  infections  in- 
clude the  elderly;  persons  being  cared  for  in  institutional  settings,  such  as  hospitals 
and  nursing  homes;  and  persons  with  inadequate  access  to  health  care,  such  as  the 
homeless,  migrant  farm  workers,  and  others  of  low  socioeconomic  status. 

The  number  of  children  attending  day  care  facilities  has  increased  in  the  past  dec- 
ade as  more  mothers  of  young  children  have  entered  the  work  force.  These  children, 
now  numbering  more  than  11  million,  are  at  a  substantially  increased  risk  for  enteric 
infections,  such  as  hepatitis  A,  giardiasis,  and  cryptosporidiosis;  acute  respiratory  ill- 
nesses; and  middle-ear  infections.  Also,  children  who  become  infected  can  infect 
other  members  of  a  household  (36 ). 

Emerging  infections  transmitted  by  contaminated  public  water  supplies  place  en- 
tire communities  at  risk.  In  the  spring  of  1993,  contamination  of  a  municipal  water 
supply  with  the  intestinal  parasite  Cryptosporidium  caused  the  largest  recognized  out- 
break of  waterborne  illness  in  the  history  of  the  United  States;  an  estimated  403,000 
persons  in  Milwaukee,  Wisconsin,  had  prolonged  diarrhea,  and  approximately  4,400 
persons  required  hospitalization  (personal  communication,  Jeffrey  P.  Davis,  commu- 
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FIGURE  1.  Percentage  of  nosocomial  enterococci  reported  as  resistant  to  vancomycin 
isolated  from  infections  in  patients  in  intensive-care  units  (ICUs)  and  non-ICUs,  by 
year  —  National  Nosocomial  Infections  Surveillance  system,  1989-March  31,  1993* 
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•Treatment  options  for  patients  with  nosocomial  infections  associated  with  vancomycin- 
resistant  enterococci  are  limited,  often  to  unproven  combinations  of  antimicrobials  or  experi- 
mental compounds. 


FIGURE  2.  Number  of  organ  transplants  —  United  States,  1982-1992 

20,000 


0_j j !___! j r 

1982  1983  1984  1985  1986  1987  1988  1989  1990  1991  1992 

Year 

Source:    United  Network  for  Organ  Sharing,  Scientific  Registry  Data,  July  23,  1993. 
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nicable  disease  epidemiologist,  Wisconsin).  Large  segments  of  populations  may  also 
be  exposed  to  emerging  infections  through  contaminated  food  products.  For  exam- 
ple, in  1993,  hamburgers  contaminated  with  the  bacterial  pathogen  Escherichia  coli 
0157:H7  and  served  at  a  fast-food  restaurant  chain  caused  a  multistate  outbreak  of 
hemorrhagic  colitis  (bloody  diarrhea)  and  serious  kidney  disease,  resulting  in  the 
deaths  of  at  least  four  children  (37,38 ). 

Limitations  in  both  surveillance  and  the  availability  of  appropriate  diagnostic  tests 
constrain  public  health  efforts  to  prevent  and  control  outbreaks.  Both  E.  co/;  0157:H7 
and  Cryptosporidium  were  first  recognized  as  important  human  pathogens  in  the 
early  1980s,  but  neither  has  received  adequate  public  health  attention  (Figure  3). 

Exposure  to  certain  animals  also  poses  a  risk  for  emerging  infectious  diseases. 
Hantavirus  pulmonary  syndrome,  first  recognized  in  the  southwestern  United  States 
in  1993,  has  been  linked  to  exposure  to  infected  rodents  in  more  than  a  dozen  states. 
More  than  60  cases  have  been  detected;  of  those,  more  than  half  have  died  (Figure  4) 
(20-23 ). 

Once  considered  "exotic,"  tropical  infectious  diseases  are  having  an  increasing 
effect  on  the  U.S.  public.  Recent  examples  include  severe  illness  and  at  least  one 
death  due  to  cholera  among  international  airline  passengers  arriving  in  California  (39); 
malaria  among  residents  of  southern  California  and  immigrants  in  North  Carolina 
(40,41 );  fever  and  heart  failure  in  New  York  and  Canada  among  patients  who  received 
blood  transfusions  contaminated  with  the  bloodborne  parasite  (Trypanosoma  cruzi) 
that  causes  Chagas'  disease  in  Latin  America  (42,43);  and  a  newly  described  form  of 
leishmaniasis  among  troops  returning  from  the  Persian  Gulf  conflict  (44,45 ). 

From  a  historical  perspective,  cholera,  smallpox,  and  plague  are  examples  of  infec- 
tious diseases  that  spread  globally  with  devastating  impact,  often  during  periods  of 
rapid  economic  change  or  population  growth  (7).  Today,  travel  and  commerce  have 
fostered  the  worldwide  spread  of  pathogens  such  as  HIV/AIDS  and  influenza,  as  well 
as  the  reemergence  of  cholera  as  a  global  health  threat — consistent  with  a  perspective 
that  "the  microbe  that  felled  one  child  in  a  distant  continent  yesterday  can  reach  yours 
today  and  seed  a  global  pandemic  tomorrow"  (46).  These  examples  underscore  the 
fact  that  emerging  infections  can  affect  persons  in  geographically  widespread  areas, 
regardless  of  factors  such  as  lifestyle,  cultural  or  ethnic  background,  or  socioeco- 
nomic status. 

Preparing  to  Confront  Emerging  Infections 

The  public  health  infrastructure  is  insufficiently  prepared  to  confront  today's 
emerging  disease  problems.  Domestic  surveillance  systems  for  most  infectious  dis- 
eases are  inadequate  and  global  surveillance  is  fragmentary  at  best.  For  example, 
foodborne  and  waterborne  disease  outbreaks  may  be  either  unrecognized  or  detected 
late,  and  the  magnitude  of  the  problem  of  antimicrobial  drug  resistance  is  unknown. 

Surveillance  of  infectious  diseases  in  the  United  States  depends  on  voluntary  col- 
laboration between  CDC  and  state  and  local  health  departments,  which  depend  on 
reporting  by  health-care  professionals  of  a  limited  number  of  specific,  recognized  in- 
fectious diseases.  Reporting  is  generally  incomplete.  Results  of  a  recent  survey 
conducted  by  the  Council  of  State  and  Territorial  Epidemiologists  underscore  the  in- 
adequacy of  existing  infectious  disease  surveillance  by  documenting  the  limited 
number  of  professional  positions  dedicated  to  infectious  disease  surveillance  in  most 
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FIGURE  3.  Emergence  of  foodborne  and  waterborne  pathogens  —  United  States 
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states.  For  example,  in  12  of  the  50  states  surveyed,  no  professional  position  is  dedi- 
cated to  surveillance  of  foodborne  and  waterborne  diseases.  Funding  for  infectious 
disease  surveillance  is  restricted  primarily  to  diseases  for  which  public  health  crises 
have  already  developed.  In  1992,  more  than  95%  of  federal  funds  allocated  to  states 
for  infectious  disease  surveillance  were  targeted  to  four  disease  categories  (i.e.,  TB, 
HIV/AIDS,  sexually  transmitted  diseases  [STDs],  and  selected  vaccine-preventable  dis- 
eases) (personal  communication,  M.  Osterholm,  Council  of  State  and  Territorial 
Epidemiologists  survey  on  surveillance).  However,  no  federal  resources  are  provided 
to  state  and  local  health  departments  to  support  the  national  notifiable  disease  sys- 
tem. In  addition,  the  ability  of  state  public  health  laboratories  to  support  the 
surveillance  and  control  of  infectious  diseases  has  diminished  {47). 

Timely  recognition  of  emerging  infections  requires  early  warning  systems  to  detect 
such  problems  so  they  may  be  promptly  investigated  and  controlled  before  they 
evolve  into  public  health  crises.  Prompt  detection  of  these  new  threats  depends  on 
careful  monitoring  by  effective  surveillance  systems;  on  a  thorough  understanding  of 
trends  in  incidence  and  distribution  of  known  infectious  agents;  and  on  effective  com- 
munication among  clinicians,  clinical  laboratory  personnel,  and  public  health 
professionals. 

The  ability  to  detect  what  is  new  or  reemerging  depends  on  the  capacity  to  identify 
and  track  both  the  routine  and  the  unusual.  Like  radar  or  "early  warning"  systems  that 
detect  threats  to  national  security,  surveillance  with  appropriate  laboratory  support  is 
a  critical  element  in  the  effective  defense  against  these  diseases.  Surveillance  systems 


FIGURE  4.  Distribution  of  Peromyscus  maniculatus  and  number  of  recognized  cases 
of  hantavirus  pulmonary  syndrome,  selected  geographic  regions,  as  of  March  23, 
1994 
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are  the  most  important  tools  for  determining  which  infectious  diseases  are  emerging 
or  receding. 

Effective  surveillance  also  provides  a  basis  for  evaluating  the  outcome  of  both  pub- 
lic health  and  personal  medical-care  programs.  Surveillance  information  is  essential 
to  ensure  the  use  of  the  most  efficacious  and  cost-effective  approaches  to  preventive, 
as  well  as  curative,  health  care.  Regardless  of  the  direction  of  health-care  reform,  sur- 
veillance will  be  critical  to  the  meaningful  evaluation  of  new  prevention  programs. 

In  addition  to  comprehensive  and  innovative  surveillance  systems,  effective  prepa- 
ration for  detecting,  preventing,  and  controlling  emerging  infectious  diseases  requires 
sound  foundations  in  professional  expertise,  laboratory  support,  and  research  capa- 
bility to  strengthen  the  infrastructure  needed  to  address  the  ongoing,  but  often 
changing,  threats  from  emerging  infections.  Despite  the  continued  emergence  of  such 
threats,  support  for  applied  research  and  control  efforts  has  declined  over  the  past 
decade. 

Three  recent  reports  by  expert  committees  convened  by  the  National  Academy  of 
Science's  Institute  of  Medicine  (IOM)  have  indicated  that  the  ability  of  the  U.S.  public 
health  system  and  health  professionals  to  address  emerging  infectious  disease  prob- 
lems is  in  jeopardy  (3,48,49 ).  The  earliest  of  these  reports,  "The  U.S.  Capacity  to 
Address  Tropical  Infectious  Disease  Problems"  (48),  documented  the  inadequate 
state  of  readiness  to  recognize,  treat,  or  control  infectious  disease  threats  emanating 
from  the  tropics — regions  that  have  yielded  microbial  threats  such  as  Lassa  fever  and 
Ebola  viruses,  chloroquine-resistant  malaria,  and  penicillin-resistant  gonorrhea.  The 
second  report,  "The  Future  of  Public  Health,"  concluded  that  the  U.S.  public  health 
system  is  in  disarray.  This  report  emphasized  that  the  U.S.  approach  to  public  health 
has  too  often  been  crisis  driven,  an  approach  that  is  costly  because  it  constrains  the 
institution  of  cost-saving  preventive  strategies  (49 ). 

The  third  IOM  report,  "Emerging  Infections,  Microbial  Threats  to  Health  in  the 
United  States,"  emphasized  the  ongoing  threat  to  domestic  and  global  health  from 
emerging  infectious  diseases  (3).  The  report  provided  specific  recommendations  for 
CDC,  the  National  Institutes  of  Health,  the  Food  and  Drug  Administration,  the  Depart- 
ment of  Defense,  and  other  federal  and  state  agencies  for  addressing  microbial 
threats  to  health  in  the  United  States  and  elsewhere.  This  report  emphasized  a  critical 
leadership  role  for  CDC  in  a  national  and  global  effort  to  detect  and  control  emerging 
infectious  disease  threats. 


THE  CDC  PREVENTION  STRATEGY 

To  effectively  detect  and  prevent  emerging  infections,  improvements  are  needed  in 
public  health  systems,  program  design,  and  infrastructure.  To  accomplish  these  im- 
provements and  to  achieve  the  objectives  of  Healthy  People  2000,  CDC  has  developed 
a  strategy  to  address  these  microbial  threats.  Because  meeting  the  broad  challenge  of 
emerging  infections  requires  interaction,  cooperation,  and  coordination  among  a 
wide  range  of  public  and  private  organizations,  the  development  of  this  strategy  has 
taken  place  in  partnership  with  state  and  local  health  departments,  other  federal  agen- 
cies, academic  institutions,  health-care  providers,  medical  laboratory  personnel,  and 
international  organizations. 
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The  prevention  strategy  outlined  in  this  document  contains  four  critical  goals  that 
address,  in  a  broader  context,  specific  IOM  recommendations  for  revitalizing  the  abil- 
ity to  identify,  contain,  and,  most  importantly,  prevent  illness  from  emerging 
infectious  diseases  (Box  2). 

Goal  I  (Surveillance)  emphasizes  the  improvement  and  expansion  of  surveillance 
capabilities  for  infectious  diseases  in  the  United  States  and  internationally.  This  goal 
includes  plans  for  strengthening  local  and  state  public  health  programs  for  infectious 
disease  surveillance,  establishing  provider-based  sentinel  surveillance  networks,  and 
creating  population-based  Emerging  Infections  Epidemiology  and  Prevention  Centers 
at  different  sites  throughout  the  United  States  (Table  2).  Also  included  are  plans  for  a 
global  consortium  of  closely  linked  epidemiology/biomedical  research  centers  to  pro- 
mote the  detection,  monitoring,  and  investigation  of  emerging  infections  (Box  3). 
Other  objectives  emphasize  improved  detection  and  monitoring  of  trends  in  antimi- 
crobial resistance  in  both  institutional  and  community  settings;  expansion  of  field 
investigations  and  epidemic  response  capabilities;  prevention  of  foodborne  and  wa- 
terborne  infectious  diseases  and  improved  knowledge  of  the  distribution  of  animal 
reservoirs  and  vectors  associated  with  human  infectious  diseases. 

Goal  II  (Applied  Research)  focuses  on  applied  research  and  the  integration  of  labo- 
ratory science  and  epidemiology  with  public  health  practice.  Emphasis  is  placed  on 
determining  how  behavioral  factors  influence  exposure  to  new  infections;  better  char- 
acterizing the  health  burden  of  both  well-established  and  emerging  infections;  and 
evaluating  the  effectiveness  and  economic  benefit  of  strategies  to  prevent  emerging 
infectious  diseases.  An  additional  focus  is  the  development  and  application  of  im- 
proved laboratory  techniques  for  the  identification  of  new  pathogens  and  the 
expanded  use  of  molecular  epidemiologic  techniques  in  investigating  emerging  dis- 
eases. Supporting  the  national  Childhood  Immunization  Initiative  by  conducting 
vaccine  efficacy  studies  and  improving  rapid  response  capabilities  for  vaccine  devel- 
opment and  delivery  is  also  a  priority.  A  final  focus  is  the  reestablishment  of  CDC 
extramural  programs  to  promote  effective  partnerships  with  public  agencies,  univer- 
sities, and  private  industry  and  to  support  applied  research  in  surveillance, 
epidemiology,  and  prevention  of  emerging  infections. 

Goal  III  (Prevention  and  Control)  addresses  enhanced  communication  of  public 
health  information  and  the  implementation  of  prevention  strategies  for  emerging  in- 
fections. Highlighted  under  this  goal  are  proposals  for  expanded  dissemination  of  the 
MMWR ,  as  well  as  other  important  public  health  information  sources.  Another  prior- 
ity is  the  creation  of  an  accessible  and  comprehensive  infectious  disease  database  for 
the  United  States  that  increases  awareness  of  infectious  diseases  and  promotes  pub- 
lic health  action.  The  database  will  contain  current  information  on  topics  such  as 
antimicrobial  resistance,  foodborne  and  waterborne  disease  outbreaks,  travelers' 
health,  antimicrobial  drug  availability,  vaccine-preventable  diseases,  and  vaccine 
guidelines.  This  goal  also  addresses  the  development  and  implementation  of  guide- 
lines for  preventing  emerging  infectious  diseases  and  the  provision  of  critical 
prevention  materials. 
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BOX  2.  Summary  of  goals  and  objectives  for  preventing  illness  from  emerging 
infectious  diseases 

Goal  I:  Surveillance 

Detect,  promptly  investigate,  and  monitor  emerging  pathogens,  the  diseases  they  cause,  and 
the  factors  influencing  their  emergence. 

Objectives: 

•  Expand  and  coordinate  surveillance  systems  for  the  early  detection,  tracking,  and  evaluation 
of  emerging  infections  in  the  United  States. 

•  Develop  more  effective  international  surveillance  networks  for  the  anticipation,  recogni- 
tion, control,  and  prevention  of  emerging  infectious  diseases. 

•  Improve  surveillance  and  rapid  laboratory  identification  to  ensure  early  detection  of 
antimicrobial  resistance. 

•  Strengthen  and  integrate  programs  to  monitor  and  prevent  emerging  infections  associ- 
ated with  food/water,  new  technology,  and  environmental  sources. 

•  Strengthen  and  integrate  programs  to  monitor,  control,  and  prevent  emerging  vector- 
borne  and  zoonotic  diseases. 

Goal  II:  Applied  Research 

Integrate  laboratory  science  and  epidemiology  to  optimize  public  health  practice. 

Objectives: 

•  Expand  epidemiologic  and  prevention  effectiveness  research. 

•  Improve  laboratory  and  epidemiologic  techniques  for  the  rapid  identification  of  new 
pathogens  and  syndromes. 

•  Ensure  timely  development,  appropriate  use,  and  availability  of  diagnostic  tests  and  re- 
agents. 

•  Augment  rapid  response  capabilities  for  vaccine  production  and  delivery  and  expand 
evaluation  of  vaccine  efficacy  and  the  cost  effectiveness  of  vaccination  programs. 

Goal  III:  Prevention  and  Control 

Enhance  communication  of  public  health  information  about  emerging  diseases  and  ensure 
prompt  implementation  of  prevention  strategies. 

Objectives: 

•  Use  diverse  communication  methods  for  wider  and  more  effective  delivery  of  critical  pub- 
lic health  messages. 

•  Establish  the  mechanisms  and  partnerships  needed  to  ensure  the  rapid  and  effective 
development  and  implementation  of  prevention  measures. 

Goal  IV:  Infrastructure 

Strengthen  local,  state,  and  federal  public  health  infrastructures  to  support  surveillance  and 
implement  prevention  and  control  programs. 

Objectives: 

•  Ensure  the  ready  availability  of  the  professional  expertise  and  support  personnel  needed 
to  better  understand,  monitor,  and  control  emerging  infections. 

•  Make  available  state-of-the-art  physical  resources  (e.g.,  laboratory  space,  training  facili- 
ties, and  equipment)  needed  to  safely  and  effectively  support  the  preceding  goals  and 
objectives. 

>l 
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Goal  IV  (Infrastructure)  deals  with  issues  relating  to  local,  state,  and  federal  infra- 
structure, particularly  personnel  and  physical  resources.  Points  of  emphasis  include 
maintaining  expertise  in  rare  or  unusual  infectious  diseases  and  establishing  training 
programs  that  emphasize  the  diagnosis  of  infectious  diseases.  A  public  health  labora- 
tory fellowship  in  infectious  diseases  is  proposed.  Also  emphasized  is  the  need  for 
state-of-the-art  physical  resources  such  as  laboratory  space,  training  facilities,  and 
equipment.  Laboratory  capabilities  must  be  maintained  in  a  manner  that  optimizes 
flexibility  and  "surge  capacity"  so  that  unanticipated  public  health  threats  can  be  ade- 
quately, efficiently,  and  safely  addressed.  Plans  for  expanding  facilities  for 
maintaining  specimen  banks  of  etiologic  agents  and  clinical  specimens  are  also  a 
priority. 

IMPLEMENTATION 

This  plan  reflects  CDC's  commitment  to  meet  the  urgent  public  health  challenge  of 
important  emerging  infectious  diseases.  The  need  to  proceed  rapidly  is  made  more 
urgent  for  many  reasons.  Many  diseases  pose  an  immediate  danger.  For  example, 
methicillin-resistant  Staphylococcus  aureus,  a  common  cause  of  hospital  infections, 
may  potentially  develop  resistance  to  vancomycin  (29,50);  penicillin  resistance  is 
spreading  in  Streptococcus  pneumoniae  {29,31,51 );  the  potential  exists  for  extension 
of  the  current  cholera  epidemic  in  Latin  America  to  the  Caribbean  Islands  (24 );  and 
Vibrio  cholerae  0139,  a  new  strain  for  which  existing  cholera  vaccines  are  ineffective 
and  prior  infection  with  V.  cholerae  01  affords  no  protection,  is  spreading  throughout 

TABLE  2.  Potential  projects  for  Emerging  Infections  Epidemiology  and  Prevention 
Centers,  United  States 
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southern  Asia  (Figure  5)  (52,53).  Changing  food-industry  practices,  dietary  choices, 
and  globalization  of  food  supplies  will  bring  new  challenges  to  provide  a  diet  safe 
from  pathogens  such  as  Salmonella  sp.  and  E.  coll  0157:H7  (37,38,54-57).  Ongoing 
investigations  of  hantavirus  pulmonary  syndrome  document  that  the  geographic  dis- 
tribution of  this  infection  goes  beyond  the  desert  Southwest  (23).  These  infectious 
disease  problems  emphasize  the  necessity  of  expeditiously  implementing  this  plan 
through  a  balanced  intramural  and  extramural  effort. 

The  implementation  of  the  goals  and  objectives  in  this  plan  is  relevant  to  health- 
care reform.  Examples  of  relevant  issues  include  prolonged  hospitalizations  caused 
by  hospital-acquired  infections;  increased  morbidity  and  treatment  costs  resulting 
from  antimicrobial  drug  resistance;  and  excessive  burdens  placed  on  public  and 
private  health-care  delivery  facilities  because  of  community-wide  outbreaks  of  food- 
borne  and  waterborne  infections. 

Some  of  the  activities  listed  in  this  document  are  already  in  the  planning  stages  and 
will  be  implemented  soon.  Many  of  the  proposed  activities  need  further  development 


BOX  3.  Examples  of  potential  members  of  a  global  consortium  of  epidemiology/ 
biomedical  research  programs/  centers 

Existing  networks 

•  CDC  Field  Epidemiology  Training  Programs 

•  International  Clinical  Epidemiology  Network 

•  International  Office  of  Epizootics  Worldwide  Information  System 

•  Pan  American  Health  Organization-CDC  Dengue  Surveillance  Laboratory  Network 

•  Pan  American  Health  Organization  Polio  Eradication  Laboratory  Surveillance  Network 

•  World  Health  Organization  Arbovirus  and  Hemorrhagic  Fever  Collaborating  Centers 

•  World  Health  Organization  Global  Influenza  Surveillance  Network 

Existing  research  facilities 

•  Caribbean  Epidemiology  Centre,  Trinidad 

•  CDC:  National  Center  for  Infectious  Diseases  Field  Stations  (Cote  d'lvoire,  Guatemala, 
Puerto  Rico,  Kenya,  Sierra  Leone,  and  Thailand) 

•  Department  of  Defense:  U.S.  Army  Research  Facilities  (Brazil,  Kenya,  Thailand)  and  U.S. 
Naval  Research  Facilities  (Egypt,  Indonesia,  Peru,  Philippines) 

•  Food  and  Agriculture  Organization  Reference  Centers  (Argentina,  Brazil,  Colombia,  Czech 
Republic,  France,  Germany,  Hungary,  Kenya,  Panama,  Senegal,  Spain,  Sri  Lanka,  Thai- 
land, United  Kingdom,  Uruguay,  and  the  United  States) 

•  French  Scientific  Research  Institute  (e.g.,  Senegal,  Congo,  Cote  d'lvoire) 

•  Instituto  de  Nutricion  para  Centroamerica  y  Panama,  Guatemala 

•  International  Center  for  Diarrhoeal  Disease  Research,  Bangladesh 

•  National  Institutes  of  Health,  National  Institute  of  Allergy  and  Infectious  Diseases-sup- 
ported facilities  (Brazil,  Colombia,  Israel,  Mali,  Mexico,  Philippines,  Sudan,  Uganda, 
Venezuela,  and  Zimbabwe) 

•  Pasteur  Institutes  (e.g.,  Algeria,  Central  African  Republic,  French  Guiana,  Iran,  Madagas- 
car, Morocco,  New  Caledonia,  Senegal,  and  Vietnam) 
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in  full  cooperation  with  other  federal  agencies,  state  and  local  health  authorities,  aca- 
demic institutions,  professional  societies,  private  industry,  and  others.  With  this 
document  serving  as  both  a  guide  and  a  first  step,  implementation  will  be  based  on 
public  health  priorities  and  resource  availability.  This  process  will  be  approached  in 
stages,  as  a  long-term  endeavor  with  sustainable  impact  and  emphasis  on  extramural 
programs  (Box  4). 

The  strategy  of  this  plan  is  based  on  repeated  experience  demonstrating  that  it  is 
less  costly  to  anticipate  and  prevent  infectious  disease  threats  than  to  react  with  ex- 
pensive treatment  or  containment  measures  to  public  health  crises.  Public  health 
policy  and  practice  that  combine  investments  in  surveillance,  laboratory  research  and 
training,  and  epidemiologic  investigations  with  prevention  and  control  efforts  will  re- 
duce the  impact  of  emerging  infectious  disease  threats,  in  terms  of  both  human 
suffering  and  economic  losses. 


BOX  4.  Implementation:  high  priorities  for  1994-1996 
Goal  I:  Surveillance 

•  Strengthen  notifiable  disease  surveillance  at  state  and  local  levels. 

•  Establish  two  physician-based  Sentinel  Surveillance  Networks  to  detect  and  monitor 
emerging  diseases,  such  as  unexplained  adult  respiratory  distress  syndrome,  drug- 
resistant  pneumococcal  disease,  and  childhood  illnesses  characterized  by  fever  and  rash. 

•  Establish  four  population-based  Emerging  Infections  Epidemiology  and  Prevention  Cen- 
ters to  conduct  focused  epidemiology/prevention  projects  emphasizing  foodborne  and 
waterborne  infectious  diseases  and  potentially  vaccine-preventable  diseases. 

•  Strengthen  and  link  four  existing  research  facilities/networks  for  a  global  consortium  to 
promote  the  detection,  monitoring,  and  investigation  of  infections  emerging  internation- 
ally that  could  affect  the  health  of  U.S.  residents. 

Goal  II:  Applied  Research 

•  Reestablish  an  extramural  program  to  support  emerging  infectious  disease  prevention 
and  control  activities,  such  as  evaluating  the  role  of  prescribing  practices  in  the  develop- 
ment of  antimicrobial  drug-resistant  pathogens. 

•  Initiate  prevention  effectiveness  studies  to  assess  the  impact  of  food  preparation  guide- 
lines on  the  incidence  of  foodborne  infections  such  as  E.  coli  0157:H7  and  Salmonella 
enteritidis. 

Goal  III:  Prevention  and  Control 

•  Develop  additional  means  to  deliver  laboratory  and  public  health  information  informing 
health  professionals  about  emerging  infections  and  antimicrobial  drug  resistance. 

•  Develop  and  implement  guidelines  for  the  prevention  of  opportunistic  infections  in 
immunosuppressed  persons. 

Goal  IV:  Infrastructure 

•  Provide  state-of  the-art  training  in  diagnostic  evaluation  and  testing  for  medical  labora- 
tory personnel  to  ensure  the  diagnosis  and  surveillance  of  emerging  infections. 

•  Establish  a  public  health  laboratory  fellowship  in  infectious  diseases  that  will  train  medical 
microbiologists  in  public  health  approaches  to  diagnosis  and  molecular  epidemiology. 
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FIGURE  5.  Migratory  path  of  Vibrio  cholerae  0139  (Bengal)  —  Asia,  1992-1993 


Initial  epidemic 
October  1 992 
March  1993 
October  1 993 
No  data  (Burma) 


Acknowledgments 

Development  of  this  plan  began  in  December  1992  with  consultation  from  the  Board  of  Scien- 
tific Counselors  of  CDCs  National  Center  for  Infectious  Diseases.  Further  guidance  was  provided 
at  a  meeting  of  infectious  disease  and  public  health  experts  in  Atlanta  in  March  1993  and  at  a 
meeting  of  state  and  territorial  public  health  epidemiologists,  laboratory  directors,  and  veteri- 
narians in  Minneapolis  in  June  1993.  Drafts  of  this  plan  have  also  been  reviewed  by  leaders  of 
numerous  medical,  scientific,  and  public  health  organizations. 

We  thank  the  following  individuals  for  their  comments  and  suggestions:  James  R.  Allen, 
Henry  Anderson,  Larry  J.  Anderson,  Douglas  L.  Archer,  Thomas  Arrowsmith-Lowe,  William  H. 
Bancroft,  CL.R.  Bartlett,  Nancy  H.  Bean,  David  M.  Bell,  Abram  S.  Benenson,  John  E.  Bennett, 
John  V.  Bennett,  Bobbie  A.  Berkowitz,  Guthrie  S.  Birkhead,  Paul  A.  Blake,  Coleen  A.  Boyle,  Philip 
S.  Brachman,  Windell  R.  Bradford,  A.D.  Brandling-Bennett,  Joel  G.  Breman,  Don  J.  Brenner, 
Claire  V.  Broome,  George  T.  Bryan,  James  W.  Buehler,  Michael  J.  Burkhart,  Jay  C.  Butler,  Ronald 
L  Cada,  Carlos  C.  Campbell,  Grant  R.  Campbell,  Roger  H.  Carlson,  Gail  H.  Cassell,  Kenneth  G. 
Castro,  Willard  Cates,  Jr.,  Mary  Ann  Chiasson,  Gary  G.  Clark,  Barnett  L  Cline,  Mitchell  L.  Cohen, 
Daniel  G.  Colley,  Mary-Paxton  D.  Colley,  E.  Mary  Cooke,  Jose  F.  Cordero,  Jon  M.  Counts,  Nancy 
J.  Cox,  Donald  E.  Craven,  James  W.  Curran,  Mary  Ann  Danello,  Jeffrey  P.  Davis,  Barbara  A.  De- 
Buono,  George  K.  Degnon,  Scott  D.  Deitchman,  David  T.  Dennis,  Arthur  F.  DiSalvo,  Lynda  S.  Doll, 
H.  Denny  Donnell,  Walter  R.  Dowdle,  D.  Peter  Drotman,  Jeffrey  S.  Duchin,  Richard  J.  Duma,  Her- 
bert L.  DuPont,  William  W.  Dyal,  Elaine  Eaker,  Mark  L.  Eberhard,  Paul  R.  Epstein,  Martin  S. 
Favero,  John  C.  Feeley,  Bernard  N.  Fields,  Reginald  Finger,  David  W.  Fleming,  Thomas  M.  Folks, 
Christopher  Foreman,  Willis  R.  Forrester,  Susan  W.  Forlenza,  Joseph  A.  Foster,  D.  Bruce  Francy, 
Phyllis  Freeman,  Kenneth  L.  Gage,  Eugene  J.  Gangarosa,  Lynne  S.  Garcia,  Julia  S.  Garner,  G. 


368 


16  MMWR  April  15,  1994 


William  Gary,  Jr.,  Howard  E.  Gary,  Kristine  Gebbie,  Kathleen  F.  Gensheimer,  Anne  A.  Gershon, 
Noel  Gill,  Roger  I.  Glass,  John  Glasser,  Donald  A.  Goldmann,  Robert  C.  Good,  Richard  A.  Good- 
man, Michael  Gottlieb,  Steve  Gradus,  Alan  E.  Greenberg,  Patricia  M.  Griffin,  Donald  S.  Gromisch, 
Duane  J.  Gubler,  James  L.  Hadler,  Stephen  C.  Hadler,  Robert  W.  Haley,  Caroline  B.  Hall,  Scott  B. 
Halstead,  Harlyn  0.  Halvorson,  W.  Lee  Hand,  George  E.  Hardy,  Jr.,  William  J.  Hausler,  Mary  V. 
Hearn,  D.A.  Henderson,  Kenneth  L.  Herrmann,  Walter  J.  Hierholzer,  Allen  W.  Hightower,  George 
C.  Hill,  Elvin  R.  Hilyer,  Richard  E.  Hoffman,  Charles  H.  Hoke,  Beverly  Holland,  King  K.  Holmes, 
Donald  R.  Hopkins,  John  M.  Horan,  Charles  R.  Horsburgh,  Sharon  Hoskins,  C.  James 
Hospedales,  Robert  J.  Howard,  Harold  W.  Jaffe,  William  R.  Jarvis,  Kevin  E.  Jefferson,  Suzanne  R. 
Jenkins,  Lisa  A.  Jackson,  Wanda  K.  Jones,  J.  Mehsen  Joseph,  Dennis  D.  Juranek,  Robert  L.  Kai- 
ser, Martha  F.  Katz,  Arnold  F.  Kaufmann,  Ali  S.  Khan,  Edwin  M.  Kilbourne,  Lonnie  King,  Douglas 
N.  Klaucke,  Heidi  M.  Klein,  Jane  E.  Koehler,  Edward  J.  Koenigsberg,  Donald  J.  Krogstad,  John  R. 
La  Montagne,  Alexander  D.  Langmuir  (deceased),  Edgar  O.  Ledbetter,  Joshua  Lederberg,  James 
W.  LeDuc,  Richard  A.  Lemen,  Harold  R.  Lentzner,  Hans  0.  Lobel,  Carlos  E.  Lopez,  Rogelio  Lopez, 
Joseph  Z.  Losos,  Stephen  R  Luby,  John  R.  Lumpkin,  Brian  W.J.  Mahy,  Gerald  L.  Mandell,  R.J. 
Martin,  Stanley  M.  Martin,  William  J.  Martin,  William  T.  Martin,  Adolfo  Martinez-Palomo,  William 
J.  Martone,  John  J.  Maupin,  C.  Glen  Mayhall,  Joseph  E.  McDade,  J.  Steve  McDougal,  Louise 
McFarland,  Sara  L.  McGaughey,  J.  Michael  McGinnis,  Philip  B.  Mead,  Amy  Melnick,  Rebecca 
Meriwether,  Tom  Messenger,  Franklin  R.  Miller,  Carl  J.  Mitchell,  Violaine  Mitchell,  Phyllis  L.  Moir, 
Arnold  S.  Monto,  Chester  G.  Moore,  Melinda  Moore,  Patrick  S.  Moore,  W.  Meade  Morgan, 
Stephen  A.  Morse,  Stephen  S.  Morse,  Ken  E.  Mott,  Robert  J.  Mullan,  Frederick  A.  Murphy,  Ber- 
nard L.  Nahlen,  Verla  J.  Neslund,  Ray  M.  Nicola,  Stuart  L.  Nightingale,  Gary  R.  Noble,  Pat  Nolan, 
Stanley  C.  Oaks,  James  G.  Olson,  Howard  W.  Ory,  Michael  T.  Osterholm,  Stephen  M.  Ostroff, 
Bradley  A.  Perkins,  Dennis  M.  Perrotta,  Georges  Peter,  Lyle  R.  Petersen,  Larry  K.  Pickering,  Morris 
E.  Potter,  Polyxeni  Potter,  Rosemary  B.  Ramsey,  Nancy  Rawding,  William  C.  Reeves,  Russell 
Regnery,  Arthur  L.  Reingold,  I.  Paul  Reiter,  Roselyn  J.  Rice,  Jose  G.  Rigau,  John  T.  Roehrig,  Tren- 
ton K.  Ruebush,  Kathy  H.  Rufo,  Wilmon  R.  Rushing,  Philip  K.  Russell,  Merle  Sande,  Jay  P. 
Sanford,  FT.  Satalowick,  Charles  P.  Schade,  Gerald  Schochetman,  Lawrence  B.  Schonberger, 
Benjamin  Schwartz,  Denman  H.  Scott,  Phillip  E.  Shambra,  Janet  Shoemaker,  Robert  E.  Shope, 
Bruce  Siegel,  David  R.  Smith,  Carol  D.  Snarey,  Dixie  E.  Snider,  P.  Frederick  Sparling,  Harrison  C. 
Spencer,  Robert  Steffen,  Gerald  V.  Stokes,  Susan  L.  Stokes,  Al  Strating,  Donna  F.  Stroup, 
Balasubra  Swaminathan,  Ernest  T.  Takafugi,  Robert  V.  Tauxe,  Fred  C.  Tenover,  Steven  M.  Teutsch, 
G.  Torrigiani,  Louis  Trachtman,  Dennis  W.  Trent,  Patricia  A.  Tyson,  Kaye  Wachsmuth,  Robert  B. 
Wainwright,  John  W.  Ward,  MacWilson  Warren,  Reuben  C.  Warren,  Robert  Watkins,  Jay  D. 
Wenger,  Scott  F.  Wetterhall,  F.  Stephen  Wignall,  Mary  E.  Wilson,  Martin  S.  Wolfe,  Herbert  F. 
Young,  Jane  R.  Zucker,  Larry  D.  Zyla. 

References 

1.  World  Bank.  World  development  report,  1993.  New  York:  Oxford  University  Press,  1993. 

2.  McGinnis  MJ,  Foege  WH.  Actual  causes  of  death  in  the  United  States.  JAMA  1993;270:2207-12. 

3.  Institute  of  Medicine.  Emerging  infections:  microbial  threats  to  health  in  the  United  States. 
Washington,  DC:  National  Academy  Press,  1992. 

4.  Krause  RM.  The  restless  tide:  the  persistent  challenge  of  the  microbial  world.  Washington, 
DC:  The  National  Foundation  for  Infectious  Diseases,  1981. 

5.  Morse  SS,  Schluederberg  A.  Emerging  viruses:  the  evolution  of  viruses  and  viral  diseases. 
J  Infect  Dis  1990;162:1-7. 

6.  Morse  SS.  Emerging  viruses:  defining  the  rules  for  viral  traffic.  Perspect  Biol  Med  1991,34:387- 
409. 

7.  Epstein  PR.  Commentary:  pestilence  and  poverty — historical  transitions  and  the  great  pan- 
demics. Am  J  Prev  Med  1992;8:263-5. 

8.  CDC.  Office  visits  for  otitis  media:  United  States,  1975-90.  Advance  Data  1992;214:1-9. 

9.  Blaser  MJ,  Perez-Perez  Gl,  Lindenbaum  J,  et  al.  Association  of  infection  due  to  Helicobacter 
py/on'with  specific  upper  gastrointestinal  pathology.  Rev  Infect  Dis  1991;13(suppl  8):S704-8. 

10.  Reeves  WC,  Rawls  WE,  Brinton  LA.  Epidemiology  of  genital  papillomaviruses  and  cervical 
cancer.  Rev  Infect  Dis  1989;11:426-39. 

11.  Alter  MJ,  Margolis  HS,  Krawczynski  K,  et  al.  The  natural  history  of  community-acquired  hepa- 
titis C  in  the  United  States.  N  Engl  J  Med  1992;321:1899-1905. 


369 


Vol.  43  /  No.  RR-5  MMWR  17 


12.  Kuo  C,  Shor  A,  Campbell,  et  al.  Demonstration  of  Chlamydia  pneumoniae  in  atherosclerotic 
lesions  of  coronary  arteries.  J  Infect  Dis  1993;167:841-9. 

13.  Glass  GE,  Watson  AJ,  LeDuc  JW,  et  al.  Infection  with  a  ratborne  hantavirus  in  US  residents 
is  consistently  associated  with  hypertensive  renal  disease.  J  Infect  Dis  1993;167:614-20. 

14.  National  Institute  of  Allergy  and  Infectious  Diseases.  Report  of  the  Task  Force  on  Microbiology 
and  Infectious  Disease.  Bethesda:  US  Department  of  Health  and  Human  Services,  Public 
Health  Service,  National  Institutes  of  Health,  July  1991. 

15.  CDC.  Drug  utilization  in  office  practice:  national  ambulatory  medical  care  survey,  1990.  Ad- 
vance Data  1993;232:1-9. 

16.  Edelstein  PH.  Legionnaires'  disease.  Clin  Infect  Dis  1993;16:741-9. 

17.  CDC.  Lyme  disease— United  States,  1991-1992.  MMWR  1993;42:345-8. 

18.  Davis  JP,  Chesney  PJ,  Wand  PJ,  et  al.  Toxic-shock  syndrome:  epidemiologic  features,  recur- 
rence, risk  factors,  and  prevention.  N  Engl  J  Med  1980;303:1429-35. 

19.  CDC.  Update:  mortality  attributable  to  HIV  infection  among  persons  aged  25-44  years — United 
States,  1991  and  1992.  MMWR  1993;42:869-72. 

20.  CDC.  Outbreak  of  acute  illness— southwestern  United  States,  1993.  MMWR  1993,42:421^. 

21.  CDC.  Hantavirus  infection— southwestern  United  States:  interim  recommendations  for  risk 
reduction.  MMWR  1993;42(No.  RR-11):1-13. 

22.  CDC.  Progress  in  the  development  of  hantavirus  diagnostic  assays— United  States.  MMWR 
1993;42:770-2. 

23.  CDC.  Update:  hantavirus  pulmonary  syndrome— United  States,  1993.  MMWR  1994;43:45-8. 

24.  CDC.  Update:  Cholera— western  hemisphere,  1992.  MMWR  1993;42:89-91. 

25.  Streatfield  R,  Bielby  G,  Sinclair  D.  A  primary  dengue  2  epidemic  with  spontaneous  haemor- 
rhagic  manifestations.  Lancet  1993;342:560-1. 

26.  Okello  GBA,  Agata  N,  Ouma  J,  et  al.  Outbreak  of  yellowfever  in  Kenya  [letter].  Lancet 
1993:341:489. 

27.  Ellner  JJ,  Hinman  AR,  Dooley  SW,  et  al.  Tuberculosis  symposium:  emerging  problems  and 
promise.  J  Infect  Dis  1993;168:537-51. 

28.  Frieden  TR,  Sterling  T,  Pablos-Mendez  A,  Kilburn  JO,  Cauthen  GM,  Dooley  SW.  The  emergence 
of  drug-resistant  tuberculosis  in  New  York  City.  N  Engl  J  Med  1993:328:521-6. 

29.  Levy  SB.  Confronting  multidrug  resistance:  a  role  for  each  of  us.  JAMA  1993;269:1840-2. 

30.  CDC.  Nosocomial  enterococci  resistant  to  vancomycin — United  States,  1989-1993.  MMWR 
1993,42:597-9. 

31.  Reichler  MR,  Allphin  AA,  Breiman  RF,  et  al.  The  spread  of  multiply  resistant  Streptococcus 
pneumoniae  at  a  day  care  center  in  Ohio.  J  Infect  Dis  1992;166:1346-53. 

32.  Cohen  ML.  Epidemiology  of  drug  resistance:  implications  for  a  post-antimicrobial  era.  Science 
1992;257:1050-5. 

33.  Frieden  TR,  Munsiff  SS,  Low  DE,  et  al.  Emergence  of  vancomycin-resistant  enterococci  in 
New  York  City.  Lancet  1993;342:76-9. 

34.  Mourad  AS,  Metwally  M,  Nour  El  Deen  A,  et  al.  Multiple-drug-resistant  Salmonella  typhi.  Clin 
Infect  Dis  1993;17:135-6. 

35.  Tauxe  RV,  Puhr  ND,  Wells  JG,  Hargrett-Bean  N,  Blake  PA.  Antimicrobial  resistance  of  Shigella 
isolates  in  the  USA:  the  importance  of  international  travelers.  J  Infect  Dis  1990;162:1107-11. 

36.  Thacker  SB,  Addiss  DG,  Goodman  RA,  Holloway  BR,  Spencer  HC.  Infectious  diseases  and 
injuries  in  child  day  care:  opportunities  for  healthier  children.  JAMA  1992;268:1720-6. 

37.  CDC.  Preliminary  report:  foodborne  outbreak  of  Escherichia  coli  0157:H7  infections  from 
hamburgers— western  United  States,  1993.  MMWR  1993;42:85-6. 

38.  CDC.  Update:  multistate  outbreak  of  Escherichia  coli  0157:H7  infections  from  hamburgers- 
western  United  States,  1992-1993.  MMWR  1993;42:258-63. 

39.  CDC.  Cholera  associated  with  an  international  airline  flight.  MMWR  1992;41:134-5. 

40.  Maldonado  YA,  Nahlen  BL,  Roberto  RR,  et  al.  Transmission  of  Plasmodium  vivax  malaria  in 
San  Diego  County,  California,  1986.  Am  J  Trop  Med  Hyg  1990;42:3-9. 

41.  CDC.  Malaria  in  Montagnard  refugees— North  Carolina,  1992.  MMWR  1993;42:180-3. 

42.  Grant  IH,  Gold  JWM,  Winner  M,  et  al.  Transfusion  associated  acute  Chagas'  disease  acquired 
in  the  United  States.  Ann  Intern  Med  1989;111:849-51. 

43.  Nickerson  P,  Orr  P,  Schroeder  ML,  Sekla  L,  Johnson  JB.  Transfusion  associated  Trypanosoma 
cruzi  infection  in  a  non-endemic  area.  Ann  Intern  Med  1989;111:851-3. 


370 


18  MMWR  April  15,  1994 


44.  CDC.  Viscerotropic  leishmaniasis  in  persons  returning  from  Operation  Desert  Storm — 1990- 
1991.  MMWR  1992;41:131-4. 

45.  Magill  AJ,  Grogl  M,  Gasser  RA,  Sun  W,  Oster  CN.  Visceral  infection  caused  by  Leishmania 
tropica  in  veterans  of  Operation  Desert  Storm.  N  Engl  J  Med  1993;328:1383-7. 

46.  Lederberg  J.  Medical  science,  infectious  disease,  and  the  unity  of  humankind.  JAMA 
1988;260:684-5. 

47.  Association  of  State  and  Territorial  Public  Health  Laboratory  Directors  Task  Force.  Task  force 
report  on  the  public  health  laboratory — a  critical  national  resource.  Washington,  DC,  January 
29,  1993. 

48.  Institute  of  Medicine.  The  U.S.  Capacity  to  Address  Tropical  Infectious  Disease  Problems. 
Washington,  DC:  National  Academy  Press,  1987. 

49.  Institute  of  Medicine.  The  Future  of  Public  Health.  Washington,  DC:  National  Academy  Press, 
1988. 

50.  Walsh  CT  Vancomycin  resistance:  decoding  the  molecular  logic.  Science  1993;261:308-9. 

51.  CDC.  Drug-resistant  Streptococcus  pneumoniae — Kentucky  and  Tennessee,  1993.  MMWR 
1994;43:23-31. 

52.  Cholera  Working  Group,  International  Centre  for  Diarrhoeal  Diseases  Research,  Bangladesh. 
Large  epidemic  of  cholera-like  disease  in  Bangladesh  caused  by  Vibrio  cholerae  01 39  synonym 
Bengal.  Lancet  1993;342:387-90. 

53.  CDC.  Imported  cholera  associated  with  a  newly  described  toxigenic  Vibrio  cholerae  0139 
strain— California,  1993.  MMWR  1993,42:501-3. 

54.  Hedberg  CW,  Korlath  JA,  D'Aoust  JY,  et  al.  A  multistate  outbreak  of  Salmonella  javiana  and 
Salmonella  oranienburg  infections  due  to  consumption  of  contaminated  cheese.  JAMA 
1992;268:3203-7. 

55.  Hedberg  CW,  David  MJ,  White  KE,  et  al.  Role  of  egg  consumption  in  sporadic  Salmonella 
enteritidis  and  Salmonella  typhimurium  infections  in  Minnesota.  J  Infect  Dis  1993;167:107-11. 

56.  CDC.  Salmonella  serotype  Tennessee  in  powdered  milk  products  and  infant  formula — Canada 
and  the  United  States,  1993.  MMWR  1993;42:516-7. 

57.  Murphy  FA.  New,  emerging,  and  reemerging  infectious  diseases.  Adv  Virus  Res  1994;43:1-52. 


371 


94-441  SPR 


CRS  ReDort  for  Con 


FDA's  Enforcement  Authorities  for 
Foods:  Are  They  Adequate? 


Donna  U.  Vogt 

Analyst  in  Life  Sciences 

Science  Policy  Research  Division 


May  25,  1994 


Congressional  Research  Service  •  The  Library  of  Congress 


ML 


CRS 


iiiiiiiiiiiiii 


372 


SUMMARY 

The  Federal  Food,  Drug,  and  Cosmetic  Act  (FFDCA)  provides  the  Food 
and  Drug  Administration  (FDA)  with  jurisdiction  to  regulate  consumer  products 
that  account  for  nearly  25  cents  of  every  dollar  Americans  spend.  FDA  is 
responsible  for  protecting  the  public  health  against  unsafe  products  and  through 
regulations  promotes  fair  competition  in  the  industries  it  regulates. 

This  report  looks  at  FDA's  statutory  authorities  and  the  tools  FDA  uses  to 
implement  its  regulatory  policies  for  foods.  It  then  lists  a  series  of  potential 
administrative  enforcement  powers  which  FDA  has  identified  which  it  believes 
would  enhance  its  ability  to  ensure  a  safer  food  supply. 

FDA  is  authorized  to  inspect  food  establishments  (warehouses,  processing 
plants)  to  determine  whether  a  food  complies  with  the  standards  established  by 
statute  and  regulation.  If  a  significant  violation  is  found  FDA  can  request  that 
the  Justice  Department  initiate  an  injunction,  seizure,  or  criminal  prosecution. 
FDA  has  authority  to  impose  criminal  sanctions  on  offenders  whether  or  not 
these  offenders  had  knowledge  or  intent  to  cause  the  violations,  and  to  seize  all 
violative  products  without  the  need  for  a  court  hearing.  Yet  FDA  does  not  have 
some  of  the  administrative  enforcement  tools  that  other  Federal  agencies  are 
authorized  to  use.  For  example,  FDA  lacks  authority  to  require  that  food- 
processing  records  be  produced  for  inspection. 

FDA  has  identified  additional  statutory  authorities  it  believes  would  help 
ensure  safe  food  handling  and  preparation.  Some  of  these  authorities  would 
extend  authorities  FDA  now  has  for  medical  devices  or  drugs  to  be  used  on 
foods;  others  would  be  entirely  new  enforcement  tools.  These  include 
administrative  records  inspection;  registration  of  food  processors;  presumption 
of  interstate  commerce;  administrative  civil  monetary  penalties;  administrative 
temporary  detention  authority;  administrative  recall  authority;  administrative 
subpoena  authority;  authority  to  charge  user  fees  for  some  food  safety  efforts; 
and  enhanced  authority  to  refuse  entry  on  imported  food  where  specific  safety 
assurances  from  the  foreign  source  are  not  met. 

The  food  industry  on  the  other  hand  argues  that  such  administrative 
powers  would  be  too  broad,  unnecessary,  and  could  too  easily  be  misused  and 
abused.  It  thinks  that  FDA's  span  of  authority  is  already  extensive  and  does  not 
believe  that  the  food  supply  would  be  made  safer  by  giving  FDA  greater 
enforcement  authority. 
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FDA'S  ENFORCEMENT  AUTHORITIES  FOR  FOODS: 
ARE  THEY  ADEQUATE? 

INTRODUCTION 

The  Federal  Food,  Drug,  and  Cosmetic  Act  (FFDCA)  provides  the  Food  and 
Drug  Administration  (FDA)  with  jurisdiction  to  regulate  consumer  products  that 
account  for  nearly  25  cents  of  every  dollar  Americans  spend.  FDA  is  responsible 
for  protecting  the  public  health  against  unsafe  products  and  through  regulations 
promotes  fair  competition  in  the  industries  it  regulates. 

FDA's  enforcement  authority  gets  its  "teeth"  from  the  threat  of  strict 
penalties  if  a  firm  allows  any  adulterated  or  misbranded  product,  including 
foods,  to  enter  interstate  commerce.1  FDA  regulations  for  foods  establish 
reasonable  standards  for  quality,  safety,  and  labeling.  FDA's  purpose  is  to 
provide  guidance  to  the  food  industry,  yet  exercise  enforcement  authority  as 
necessary. 

Some  in  Congress  and  in  the  Administration  have  questioned  whether  the 
system  by  which  FDA  ensures  food  safety  is  adequate;  whether  it  is  as  efficient 
and  modern  as  necessary;  and  whether  it  suits  the  changing  landscape  of  food 
production,  processing,  and  distribution  in  this  country.  One  aspect  of  this 
debate  is  centered  on  whether  FDA  needs  further  administrative  enforcement 
tools  to  seek  out  violators,  or  whether  existing  court  enforcement  authorities  are 
sufficient  if  rigorously  exercised.  In  addition  to  considering  added  authorities 
for  FDA,  Congress  is  currently  debating  several  proposals  which  would  establish 
a  single  new  food  safety  agency.  Proposals  for  this  new  agency  indicate  that  it 
would  likely  need  greater  enforcement  tools  than  the  statutes  currently 
authorize.2    FDA  officials  and  some  Members  of  Congress  have  in  the  past 


The  food  industry  vigorously  opposes  increasing  FDA's  enforcement  tools,  for  it  believes  that 
the  agency's  current  enforcement  authority  is  sufficient.  Moreover,  industry  officials  claim  that 
FDA  has  as  strong  court  enforcement  powers  as  any  other  Federal  agency.  FDA  can  seize  all 
violative  products  merely  by  an  "ex  parte"  court  application,  enjoin  all  violative  activity,  and  obtain 
criminal  sanctions  against  individuals  and  companies  without  proof  of  knowledge  or  intent. 

2 

If  Vice  President  Gore's  National  Performance  Review  recommendations  are  implemented, 
FDA  may  be  the  recipient  of  meat  and  poultry  product  inspection  responsibilities  from  the  U.S. 
Department  of  Agriculture  (USD A),  and  may  inherit  the  enforcement  authorities  contained  in  the 
Federal  Meat  Inspection  Act  and  the  Poultry  Products  Inspection  Act.  See  CRS  Report  No  93-955 
SPR  Selected  Recommendations  for  Changes  in  the  Federal  Organization  of  Food  Safety 
Responsibilities,  1949-1993.  November  2,  1993.  In  addition,  see  two  bills  H.R  3751  (Torricelli)  and 
S.  1349  (Durenberger)  which  would  each  establish  independent  foods  safety  agencies,  and  S.  1750 
(Metzenbaum),  which  would  move  all  food  safety  responsibilities  to  the  Consumer  Product  Safety 
Commission.  Over  the  post  few  decades,  numerous  proposals  have  been  advanced  for 
reorganization  of  Federal  food  regulatory  authorities,  but  none  has  been  implemented. 
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suggested  that  several  different  types  of  intermediate  administrative 
enforcement  authorities  would  allow  FDA  to  do  a  better  job  of  protecting  the 
health  of  U.S.  consumers. 

This  report  looks  at  FDA's  statutory  authorities  and  the  tools  FDA  uses  to 
implement  its  regulatory  policies  for  foods.  It  then  lists  a  series  of  potential 
administrative  enforcement  powers  which  FDA  has  identified  which  would 
enhance  its  ability  to  ensure  a  safer  food  supply. 

FDA'S  CURRENT  ENFORCEMENT  AUTHORITIES 

The  FFDCA  and  other  statutes  have  vested  responsibility  in  the  Secretary 
of  Health  and  Human  Services  to  prohibit  the  entry  into  interstate  commerce 
of  adulterated  or  misbranded  foods,  drugs,  devices,  or  cosmetics.  The  Assistant 
Secretary  for  Health  has  delegated  these  functions  to  the  Commissioner  of  Food 
and  Drugs.  FDA  officers  or  employees  are  therefore  designated  to  take  a  variety 
of  enforcement  actions  depending  on  the  product. 

Table  1  shows  the  authorities  FDA  now  has  and  to  which  products  they 
may  apply.  FDA  inspectors,  armed  with  these  enforcement  tools,  inspect  food 
companies  to  determine  whether  a  food  complies  with  FDA  statutory  mandates. 
If  a  significant  violation  is  found  FDA  can  request  that  the  Justice  Department 
initiate  an  injunction,  seizure,  or  prosecution.  Table  1  also  shows  some  of  the 
enforcement  authorities  that  FDA  currently  has  for  other  products  such  as 
medical  devices  or  drugs  that  it  does  not  have  for  foods. 

Moreover,  FDA  does  not  have  some  of  the  administrative  enforcement  tools 
that  other  Federal  regulatory  agencies  are  authorized  to  use.  For  example, 
although  FDA  can  now  request  food  processing  records  (and  food  companies 
often  willingly  show  their  records),  FDA  lacks  authority  to  require  that  these 
records  be  shown.  FDA  officials  have  proposed  acquiring  these  additional 
authorities.  The  table  in  appendix  A  shows  which  Federal  agencies  have 
comparable  enforcement  authorities  and  the  dates  when  each  basic  authority 
was  granted. 
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TABLE  1.  Selected  FDA  Statutory  Enforcement  Authorities* 

FDA  Statutory 
Authorities 

Foods 

Drugs 

Devices 

Cosmetics 

Inspection 
Authorities  for: 

Container 
Manufacturers 

No 

No 

No 

No 

Commercial 

Testing 

Laboratories 

No 

Limited6 

Limited6 

No 

Records  Inspection 

Limited0 

Limitedd 

Yes 

No 

Subpoena  Authority 

No 

Limited* 

Limitedf 

No 

Establishment 
Registration 

Limited8 

Yes 

Yes 

No 

Presumption  of 
Interstate  Commerce 

No 

No 

Yes 

No 

Recall  Authorities: 

Administrative 
Recalls 

Limitedh 

No 

Limited1 

No 

Recall  Reporting 
to  FDA 

Limited11 

No 

Limited1 

No 

Temporary 
Detention/Embargo 
Authority  (domestic) 

No 

No 

Yes 

No 

Civil  Money 
Penalties: 

Administrative 
Civil  Money 
Penalties 

No 

Limited'1' 

Limited1 

No 

Court  Ordered 
Civil  Penalties 

No 

Limited" 

No 

No 

Court  Ordered: 

Seizure 

Yes 

Yes 

Yes 

Yes 

Injunction 

Yes 

Yes 

Yes 

Yes 

(continued) 
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TABLE  1.  Selected  FDA  Statutory  Enforcement  Authorities* 

FDA  Statutory 
Authorities 

Foods 

Drugs 

Devices 

Cosmetics 

Prosecution 
(misdemeanor  and 
felony) 

Yes 

Yes 

Yes 

Yes 

"The  FDA  also  has  jurisdiction  over  biological  products  (blood)  and  radiation-emitting  products. 
This  list  of  statutory  authorities  does  not  include  all  statutes  for  the  listed  articles. 

b"Limited"  authority  is  explicit  for  prescription  drugs  and  restricted  devices;  whether  FDA  has  this 
authority  for  other  products  is  open  to  interpretation. 

This  authority  is  limited  to  infant  formula. 

dFFDCA  specifies  which  records  can  be  inspected  relative  to  prescription  drugs,  and  authorizes 
inspection  of  records  that  are  submitted  under  new  reporting  requirements. 

eSubpoena  authority  is  allowed  in  a  hearing  on  drugs  or  in  investigations  that  are  relevant  to 
abbreviated  new  drug  application  violations  added  under  the  Generic  Drug  Enforcement  Act  of 
1992  (GDEA). 

fSubpoena  authority  is  permitted  in  a  civil  money  penalty  investigation  which  is  carried  out 
relevant  to  a  violation  of  medical  device  regulations. 

This  registration  is  limited  to  persons  introducing  new  infant  formula  into  interstate  commerce. 

hInfant  formula  recalls. 

'This  recall  is  used  when  the  Secretary  of  Health  and  Human  Services  finds  reasonable  probability 
that  the  device  would  cause  serious  human  adverse  health  consequences  or  death. 

■■This  is  permitted  in  the  GDEA  for  abbreviated  new  drug  application  violations. 

kFor  violations  of  the  Prescription  Drug  Marketing  Act  (PDMA),  as  amended,  the  statute  does  not 
explicitly  describe  FDA's  or  the  court's  role  in  assessing  civil  money  penalties,  but  FDA  interprets 
the  PDMA  as  authorizing  these,  subject  to  judicial  review. 

'Some  restrictions  are  imposed  on  violations  of  device  regulations  subject  to  civil  money  penalties. 

Source:  Food  and  Drug  Administration.  Office  of  Enforcement.  Prepared  by 
Joan  Davenport,  May  12,  1994.  (301)  443-7400. 
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STATUTORY  AUTHORITY  AND  STANDARDS  FOR  FOOD  SAFETY 

The  basic  standards  for  foods  (including  food  additives)  are  established  in 
sections  401,  402,  403,  404,  406,  408,  and  409  of  the  FFDCA.  Section  401  gives 
the  definition  and  standards  for  food;  Section  402  prohibits  adulteration.  A  food 
is  adulterated  if  it  contains  any  poisonous  or  deleterious  substance  that  may 
render  it  injurious  to  health.3  Section  403  prohibits  misbranding,  for  example, 
if  a  food's  label  or  labeling  is  false  or  misleading.  Section  404  authorizes  FDA 
to  require  licenses  for  any  type  of  food  that  may  be  injurious  to  health  by  reason 
of  contamination  with  microorganisms.  Section  406  allows  tolerances  to  be  set 
for  added  poisonous  ingredients  in  food.  Section  408  provides  for  setting 
tolerances  for  pesticide  chemicals  on  raw  agricultural  products.4  Section  409 
provides  for  the  pre-market  approval  of  food  additives  and  requires  that  they  be 
shown  to  be  safe. 

Adulterated  or  misbranded  food  and  those  responsible  for  it  are  subject  to 
the  court  enforcement  actions  provided  by  the  Act  including  civil  seizure  actions, 
injunctions,  and  criminal  prosecutions.  FDA  also  enforces  its  food  regulatory 
policies  under  a  number  of  other  statutes.5  These  broad  statutory  directives 
have  held  up  repeatedly  in  court  and  have  become  a  guide  for  the  practices  of 
competing  food  firms.6 

Title  21  of  the  Code  of  Federal  Regulations  (CFR),  parts  100  to  199,  as  well 
as  chapters  2,3,4,7,and  8  of  the  FFDCA,  FDA's  Compliance  Policy  Guides,  and 
the  1993  Model  Food  Code  provide  guidance  to  food  companies  on  the  kinds  of 
factors  FDA  inspectors  look  for.  By  setting  standards,  FDA  indicates  what 
constitutes  an  adulteration  violation,  or  at  what  level  of  added  poisonous  or 


TTie  FFDCA  defines  food  in  section  201.  FDA  interprets  "food"  as  substances  ingested 
primarily  because  of  their  aroma,  taste,  and  nutritional  value.  FDA  also  examines  the  intended 
use  of  a  substance  in  judging  whether  a  substance  is  a  food  and  decides  whether  the  food  is 
adulterated  or  misbranded.  Foods  are  monitored  to  identify  processing  conditions  that  may  cause 
products  to  be  unsafe  or  to  identify  products  which  may  present  health  hazards.  Under  the 
FFDCA  certain  foods  must  receive  pre-market  approval  before  entering  interstate  commerce:  food 
additives,  infant  formula,  and  some  health  claims  carried  on  food  labels.  Regulations  promulgated 
under  section  404,  require  companies  that  produce  low-acid  canned  foods  to  register  with  FDA 
before  they  can  begin  marketing  their  products,  and  must  comply  with  detailed  good- 
manufacturing-practice  regulations  in  order  to  stay  in  business.  Otherwise,  foods  currently  do  not 
need  any  further  clearance  prior  to  being  sold  in  retail  stores. 

4Under  the  Reorganization  Plan  No.  3  of  1970,  the  Environmental  Protection  Agency  has 
responsibility  for  setting  such  tolerances  and  FDA  has  responsibility  for  enforcing  such  tolerances. 

^Tie  following  law9  also  authorize  FDA  enforcement  actions  on  foods:  Fair  Packaging  and 
Labeling  Act  1 15  US.C.  1451-1461],  Federal  Anti-Tampering  Act  |18  US  C.  1365];  Tea  Importation 
Act  of  1897  |21  US.C.  41-50];  Federal  Import  Milk  Act  [21  US.C.  141-149], 

^feiffer,  Eugene  M.  Enforcement  Seventy-fifth  Anniversary  Commemorative  Volume  of 
Food  and  Drug  Law  Food  and  Drug  Law  Institute  Series  Edited  and  Published  by  the  Food 
Drug  Law  Institute    1984  p  86 
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deleterious  substances  FDA  would  consider  a  product  adulterated.7  FDA  also 
publishes  low-acid  canned-food  regulations  and  other  standards  for 
microbiological  contamination,  labeling,  the  umbrella  good  manufacturing 
practice  (GMP)  regulations8,  and  the  quality  control  requirements  for  infant 
formula.  The  Environmental  Protection  Agency  (EPA)  establishes  pesticide 
residue  tolerances  for  each  pesticide/food  combination  and  FDA  enforces  these 
tolerances. 


FDA'S  ADMINISTRATIVE  ENFORCEMENT  TOOLS 

FDA  has  a  variety  of  tools  that  it  uses  to  implement  the  FFDCA.  For 
example,  warning  letters  and  other  regulatory  correspondence;  detention; 
recalls;  adverse  publicity;  certain  product  seizures;  injunctions;  import 
detention;  "import  alert"  lists;  misdemeanor  prosecutions;  and  felony 
prosecutions  are  all  used  to  ensure  that  FDA  regulated  industries  including  the 
food  industry  are  complying  with  the  applicable  legal  standards,  as  well  as  the 
guidance  and  regulations  established  by  FDA  (see  appendix  B). 

For  foods,  formal  court  enforcement  actions  are  just  a  part  of  the  overall 
government/private  industry  relationship  that  an  industry  has  with  a  regulatory 
agency.9  Although  formal  enforcement  authority  through  the  courts  may  be 
sought,  FDA's  power  to  require  food  companies  to  comply  with  the  law  comes 
largely  from  the  threat  of  the  use  of  this  formal  authority.  (See  appendix  C  for 
FDA's  1990  Statement  of  Enforcement  Policy.) 


7FDA  monitors  the  marketplace  by  inspecting  food  establishments  and  import  docks, 
collecting  and  analyzing  food  samples,  and  conducting  investigations  into  the  quality  of  products, 
both  foreign  and  domestic.  Inspectors  identify  many  potential  hazards,  which  can  be  corrected 
in  time  to  prevent  or  minimize  public  exposure.  Firms  must  correct  problems  identified  by  FDA 
inspectors,  or  run  the  risk  of  a  possible  enforcement  action.  Compliance  activities  include 
determining  whether  the  problem  has  been  corrected,  whether  the  violative  product  has  been 
removed  from  the  marketplace,  and  whether  legal  action  should  be  taken.  Except  when  a 
violation  is  determined  to  be  intentional  or  flagrant,  or  constitutes  a  danger  to  health,  the 
management  of  a  firm  is  generally  given  a  second  chance  before  FDA  decides  to  pursue  a  legal 
action.  Warning  letters  and  voluntary  recalls  generally  are  used  unless  a  court  proceeding  is  the 
only  way  to  enforce  the  FFDCA 

^Umbrella  GMPs  represent  general  standards  of  food  processing  and  handling  deemed 
necessary  to  avoid  contamination  of  food  with  poisonous  or  deleterious  substances,  filth,  or 
potentially  harmful  microorganisms.  The  regulation  addresses  layout  and  maintenance  of 
facilities,  personnel  qualifications,  equipment  and  utensils,  processes  and  controls,  and  other 
measures  required  to  ensure  basic  sanitation  and  cleanliness.  Although  these  GMP  regulations 
are  not  legally  binding,  violations  of  the  general  principles  set  forth  in  the  regulation  would  allow 
FDA  to  prove  a  violation  of  section  402(a)(4)  of  the  FFDCA.  Taylor,  Michael  R.  Food  Safety 
Regulation.  Food  and  Drug  Law.  Edited  and  Published  by  Richard  M.  Cooper  for  the  Food  and 
Drug  Law  Institute.  Washington,  DC.  1991. 

^ardy,  Stuart  B.  Assuring  a  Healthy  Food  Supply:  A  Case  for  Fundamental  Reform  of 
Regulatory  Programs.  American  Review  of  Public  Administration,  v.  20,  no.  4.  Dec.  1990. 
p.  227-243. 
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The  threat  of  sanctions  works  to  get  compliance  when  food  companies, 
concerned  about  their  reputations  and  brand  name  recognition,  ensure  their 
product's  integrity.  Another  incentive  for  compliance  of  food  companies  is  the 
risk  of  product  liability  exposure. 

Inspections 

FDA's  inspection  process  is  its  most  important  enforcement  tool  under  the 
FFDCA.  FDA  officials  are  authorized  to  enter  and  inspect,  at  reasonable  times, 
any  factory,  warehouse,  or  establishment  in  which  foods,  (also  drugs,  devices, 
cosmetics,  or  certain  electronic  products)  are  manufactured,  processed,  packed, 
or  held  for  the  introduction  into  interstate  commerce  or  to  enter  any  vehicle 
being  used  to  transport  or  hold  such  food,  (drugs,  devices,  or  cosmetics)  in 
interstate  commerce.  Prior  to  entry  and  inspection,  the  FDA  official  must 
present  credentials  and  a  written  notice  to  the  owner,  operator,  or  agent  in 
charge.  Inspections  must  take  place  at  reasonable  times,  and  within  reasonable 
limits,  and  in  a  reasonable  manner.  Inspections  can  cover  factories,  warehouses, 
consulting  laboratories,  or  vehicles  and  all  pertinent  equipment,  finished  or 
unfinished  materials,  containers,  and  labeling.10  The  failure  of  a  company  to 
permit  an  inspection  is  a  criminal  offense. 

Prior  to  leaving  the  premises,  the  FDA  official  making  the  inspection: 

"shall  give  to  the  owner,  operator,  or  agent  in  charge  a  report  in 
writing  setting  forth  any  conditions  or  practices  observed  by  him 
which,  in  his  judgement,  indicate  that  a  food,  drug,  device  or  cosmetic 
in  such  establishment  (1)  consists  in  whole  or  in  part  of  any  filthy, 
putrid,  or  decomposed  substance,  or  (2)  has  been  prepared,  packed,  or 
held  under  insanitary  conditions  whereby  it  may  have  become 
contaminated  with  filth,  or  whereby  it  may  have  been  rendered 
injurious  to  health.  A  copy  of  such  report  shall  be  sent  promptly  to  the 
Secretary." 

If  a  sample  of  material  is  taken,  the  inspecting  FDA  officials  must  give  a 
receipt  to  the  owner,  operator,  or  agent  in  charge.  FDA  officials  can  request 
access  to,  copy,  and  verify  records  only  for  restricted  medical  devices  and 
prescription  drugs,  not  for  foods.12 


10Section  704(a)  of  the  FFDCA  [21  U.S.C.  374(a)]  authorized  inspection  "at  reasonable  times 
and  within  reasonable  limits  and  in  a  reasonable  manner."  Section  301(f)  states  that  refusal  to 
permit  entry  into  or  inspection  of  a  regulated  establishment  is  prohibited. 

UFFDCA  21  U.S.C.  704  (b) 

Special  provisions  are  set  forth  for  drugs  and  devices:  No  inspection  authorized  (by  the 
preceding  sentence  or  for  infant  formula  establishments). .  .shall  extend  to  financial  data,  sales  data 
other  than  shipment  data,  pricing  data,  personnel  data  (other  than  data  relating  to  new  drugs, 
antibiotic  drugs,  and  devices  and  subject  to  reporting  and  inspection... [under  other  regulations.] 
[21  U.S.C.  704(a)(1)) 
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Formal  action  through  judicial  enforcement  of  the  FFDCA  has  at  times 
been  protracted.  The  case  study  discussed  in  the  text  box,  on  the  next  page, 
shows  how  long  it  took  FDA  to  move  through  the  judicial  system  to  bring  about 
corrective  actions  in  a  new  ethnic  food  processing  establishment  that  had 
repeated  sanitation  problems.13 

Warning  Letters 

If  and  when  violations  are  found,  FDA  headquarters  or  District  offices  give 
the  company's  management  the  inspector's  findings  of  alleged  violations  and 
discuss  the  findings  with  them.  The  current  Commissioner  of  Food  and  Drugs, 
David  A.  Kessler,  MD  instituted  a  "warning  letter  system"  on  May  23,  1991. 
(Prior  to  this  new  policy,  FDA  sent  two  types  of  letters:  notices  of  adverse 
findings  and  regulatory  letters.)  In  the  warning  letter,  FDA  notifies  the 
regulated  food  or  other  manufacturing  factory  or  establishment  of  significant 
violations.  The  firm  is  asked  to  respond  within  15  working  days  stating  each 
step  that  has  been  or  will  be  taken  to  completely  correct  the  violations,  and  to 
prevent  the  recurrence  of  similar  violations.  If  drugs  or  devices  are  involved,  the 
warning  letter  places  a  hold  on  pending  product  or  export  approvals;  if  foods  are 
involved,  no  temporary  detention  or  embargo  is  authorized  under  the  statute. 
To  stop  the  sale  of  the  food  products,  FDA  must  ask  State  authorities  to  detain 
the  product.  Publicity  given  to  a  warning  letter  within  the  trade  creates 
pressure  to  comply  with  FDA's  position. 

Recalls 

To  FDA,  a  "voluntary  correction  or  recall"  is  defined  by  regulations  to  mean 
the  correction  or  withdrawal  of  a  product  that  otherwise  would  be  in  violation 
of  the  FFDCA  or  other  statutes  administered  by  the  agency.  FDA  has  authority 
to  require  the  recall  of  infant  formula,  but  only  limited  recall  authority  for 
medical  devices,  biologies  and  electronic  products.  It  lacks  general  "required" 
recall  authority  for  foods  and  other  FDA  regulated  products.  (See  table  1).  FDA 
may  begin  formal  judicial  proceedings  but  the  implicit  or  explicit  threat  of  such 
formal  action  brings  about  most  voluntary  recalls.  Under  the  voluntary  recall 
process,  FDA  informs  the  company  involved  that  other  enforcement  actions  may 
be  taken  if  a  recall  is  not  commenced  in  a  timely  fashion.  FDA  can  also  request 
an  involuntary  recall  for  food  through  an  injunction. 


"TTie  food  industry  claims  that  there  are  no  statutory  or  administrative  reasons  for  such 
delay,  other  than  lack  of  resources.  A  spokesperson  for  the  industry  claims  that  greater 
administrative  efficiency  and  priority-setting  would  eliminate  delay.  FDA  has  shown  progress  in 
this  area  since  this  case  occurred,  according  to  food  industry  sources.  FDA  claims  that  it  could 
have  acted  faster  if  it  had  additional  records  authorities  and/or  civil  money  penalties,  which  would 
have  increased  the  pressure  on  the  firm  to  correct  the  violations  in  a  more  timely  manner. 
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First-time  Inspection  of  a  Food  Manufacturer  Results  in  Injunction 

An  initial  inspection  of  Wai  Man  Realty  Corporation,  doing  business  as  Daily  Food 
Products,  Incorporated,  a  manufacturer  of  Chinese  ethnic  foods  (including  various  kinds 
of  rice  cakes,  dried  noodles,  and  soy  bean  drinks),  was  conducted  by  the  New  York  District 
from  July  16  through  August  14,  1991.  The  gross  conditions  found  at  thi6  company 
resulted  in  a  recommendation  for  injunction  on  August  24,  1991. 

The  FDA  district  had  become  aware  of  the  existence  of  the  company  through  a  consumer 
complaint  about  the  company's  product  labels.  The  inspection  revealed  a  virtual  lack  of 
sanitation  in  the  manufacturing  facility.  All  five  floors  of  the  building  showed  evidence  of 
active  infestation  with  insects  and  rodents  on  the  floors,  walls  and  food  production 
equipment  and  machinery,  as  well  as  in  the  raw  materials.  In  addition,  numerous  poor 
employee  practices  were  found;  employees  handled  egg  contents  with  bare  hands  and 
washed  their  hands  and  faces  in  the  same  water  that  had  been  used  for  washing  food. 

FDA  headquarters  approved  pursuing  the  case,  but  required  an  updated  inspection.  The 
updated  inspection,  conducted  in  October  1991,  revealed  essentially  the  same  conditions. 
FDA  then  forwarded  the  case  to  the  Department  of  Justice  in  November  1991  and 
subsequently  forwarded  it  to  the  U.S.  Attorney,  Southern  District  of  New  York.  Another 
walk  through  of  the  plant  was  conducted  on  January  30,  1992,  and  once  again,  filthy 
conditions  were  observed.  A  complaint  and  an  order  to  show  cause  in  connection  with  a 
motion  for  a  preliminary  injunction  were  filed  on  February  10,  1992  by  the  Dept.  of  Justice. 
Attorneys  for  the  company  came  forward  and,  prior  to  a  hearing  before  the  judge,  agreed 
to  a  consent  decree  requiring  a  total  shutdown  of  the  manufacturing  plant  on  February  13. 
The  consent  decree  provided  for,  among  other  things,  a  thorough  cleanup,  structural 
improvements  in  the  building,  and  education  in  proper  sanitation  for  the  employees. 

A  March  1992  inspection  of  the  plant  found  conditions  to  be  satisfactory  and  the  firm 
was  permitted  to  resume  operations. 

Source:  U.S.  Department  of  Health  and  Human  Services.  Public  Health  Service.  Food  and 
Drug  Administration.  Office  of  Regulatory  Affairs.  Office  of  Enforcement.  The  Enforcement 
Story.  The  articles  provide  an  update  on  FDA  enforcement  activities  for  the  period  October 
1,  1991  through  September  31,  1992. 


Court  Enforcement 

The  FFDCA  authorizes  the  Justice  Department  to  file  a  criminal  suit  on 
behalf  of  FDA  in  Federal  court  if  a  "person"  (e.g.,  individual  or  corporation) 
commits  any  FFDCA  prohibited  act.  The  offense  is  a  misdemeanor  unless  it  is 
committed  with  intent  to  defraud  or  mislead  or  as  a  second  offense  after  a  prior 
conviction  under  the  Act,  in  which  case  it  is  a  felony.  Before  FDA  refers  an 
FFDCA  criminal  case  to  the  Justice  Department,  FDA  generally  first  gives  notice 
and  an  opportunity  to  present  views  by  those  FDA  contemplates  prosecuting.14 
A  criminal  prosecution  can  result  in  a  fine  and/or  imprisonment.  According  to 

u21  U.S.C.  335. 
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the  food  industry,  this  is  the  strongest  criminal  sanction  possible  because  FDA 
need  not  prove  knowledge  or  intent  of  the  person  or  company  violating  the  law. 

Similarly,  the  Act  authorizes  the  Justice  Department  to  file  an  injunction 
action,  on  behalf  of  FDA,  to  halt  violations  of  the  Act.  If  a  company  under  a 
court-imposed  injunction  violates  a  provision  of  the  order,  FDA  can  request  a 
criminal  or  civil  contempt  of  court  action,  or  both. 

Under  the  Act,  FDA  has  civil  monetary  penalty  authority  which  is  limited 
to  drugs  and  devices.  (See  Table  1.)  Some  monetary  penalty  authorities  can  be 
exercised  by  FDA;  others  only  by  a  Federal  court. 

The  Act  provides  for  seizure  and  condemnation  of  articles  that  violate  its 
provisions.  Here,  too,  the  action  must  be  brought  in  a  Federal  court.  The  court 
may  permit  any  party  to  a  condemnation  proceeding  to  obtain  a  representative 
sample  of  the  article  seized  and  a  copy  of  FDA's  analysis,  prior  to  a  trial 
contesting  the  seizure.  Seizures  cover  all  products  in  a  store  or  plant.  Prior  to 
a  court  decision,  the  food  products  of  a  store  or  plant  remain  embargoed  so 
effectively  the  company  cannot  conduct  business  while  the  issue  is  being 
resolved. 

Any  food,  drug,  device,  or  cosmetic  condemned  under  this  section 
((d)(1)),  shall,  after  entry  of  the  decree,  be  disposed  of  by  destruction 
or  sale  as  the  court  may  direct  and  the  proceeds  if  sold,  less  the  legal 
costs  and  charges,  shall  be  paid  into  the  U.S.  Treasury.  No  article 
shall  be  sold  under  a  decree  contrary  to  this  Statute  or  laws  of  the 
jurisdiction  in  which  it  is  sold.15 

The  court  may  also  direct  that  the  article  be  delivered  to  the  owner,  be 
destroyed,  or  be  brought  into  compliance  with  the  provisions  of  the  Act  under 
the  supervision  of  FDA.  The  expenses  of  the  supervision  while  the  products  are 
in  storage  must  be  paid  by  the  person  obtaining  release  of  the  article  under 
bond.  The  Act  authorizes  a  seizure  of  a  device  that  violates  the  Act  regardless 
of  any  showing  of  a  connection  with  interstate  commerce.  There  is  also  no 
required  interstate  commerce  connection  in  seizure  actions  brought  against 
counterfeit  drugs  or  oleomargarine  or  any  adulterated  or  misbranded  article 
manufactured  within  a  territory.  For  the  large  majority  of  seizure  actions 
brought  by  FDA,  the  government  must  establish  that  the  violative  article  has 
a  tie  to  interstate  commerce,  e.g.,  "when  introduced  into  interstate  commerce," 
or  "after  shipment  in  interstate  commerce,"  or  "held  for  sale  after  interstate 
commerce."  FDA  has  successfully  taken  the  position  in  court  that  a  product 
satisfies  the  interstate  commerce  requirement  if  any  component  has  crossed 
State  lines.  Only  local  agricultural  produce  is  likely  to  be  exempt  from  FDA 
jurisdiction. 

FDA's  jurisdiction  over  foods  is  limited  to  those  in  domestic  interstate 
commerce  and  those  offered  for  import  into  the  United  States.  FDA  collects  and 


,521  U.S.C.  334. 
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analyzes  samples  of  those  foods  and  conducts  wharf  examinations  of  foods 
offered  for  import.16  Table  2  lists  all  of  FDA's  formal  regulatory  actions  for 
food  and  cosmetics  over  six  years  from  fiscal  year  (FY)  1988  through  1993.  FDA 
inspects  far  more  domestic  food  manufacturing  and  processing  establishments, 
but  collects  more  import  samples  than  domestic  samples.  Inspectors  generally 
sample  products  to  test  whether  the  product  complies  with  the  law.  Very  few 
injunctions  or  criminal  charges  are  levied  each  year;  most  enforcement  actions 
taken  by  FDA  are  issuance  of  warning  letters  and  the  urging  of  voluntary  recalls 
by  food  manufacturers. 


^Vharf  examinations  and  sample  collections  and  analyses  involve  about  nine  percent  of  the 
over  1,100,000  lots  of  food  imported  annually  into  the  United  States.  U.S.  Dept.  of  Health  and 
Human  Services.  Public  Health  Service.  Food  and  Drug  Admin.  Justification  of  Estimates  for 
Appropriations  Committees.   FY  1995.  v.  XTJ.  p.  38. 
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Role  of  State  and  Local  Governments 

FDA  also  works  closely  with  States  and  local  governments  by  sharing  many 
food  safety  enforcement  responsibilities.17  State  programs  are  typically  lodged 
in  health  and/or  agriculture  programs.  There  is  no  requirement  that  States 
follow  Federal  standards  unless  the  State  officials  are  under  contract  with  the 
FDA.  There  are  more  than  400  different  State  organizations  and  offices 
involved  in  these  efforts.  State  and  local  officials  may  use  standards  adopted  at 
the  State  level.  Over  many  years,  Federal  and  State  officials  have  cooperated 
on  food  safety  programs  and  States  have  followed  FDA  standards. 

In  January  1994,  FDA  published  a  Model  Food  Code  as  a  reference  for 
States  so  they  would  have  available  baseline  standards  when  conducting 
inspections  and  testing  samples  from  food  establishments.18  The  Model  Code 
standards  can  be  used  and  adopted  by  States  if  they  so  wish.  About  45  States 
have  enacted  food  provisions  based  on  the  FFDCA,  other  Federal  statutes,  and 
the  Model  Food  Code.  States  use  these  standards  as  a  guide  to  when 
enforcement  actions  would  be  necessary. 

Most  States  have  developed  their  own  system  of  consumer  protection 
through  inspections  of  food  firms  at  retail  levels.  For  example,  States  and/or 
local  governments  conduct  health  and  sanitation  inspections  in  restaurants, 
cafeterias,  congregate  feeding  programs,  and  food  stores.19  This  part  of  the 
safety  net  for  foods  involves  the  inspection  and  surveillance  of  over  500,000 
restaurants  or  institutional  food  service  outlets,  30,000  supermarkets,  200,000 
grocery  stores,  and  1,500,000  vending  sites.20  Table  3  shows  how  FDA,  with 
the  assistance  of  State  officials  under  contract  with  the  FDA,  carries  out  its 
surveillance  and  monitoring  responsibilities.  Inspection  numbers  have  declined 
as  resources  were  limited  by  constrained  budgets  and  FDA  inspectors 
concentrated  on  higher  risk  foods  such  as  seafood,  on  imports,  and  on  other 
products,  such  as  blood. 


17Foulke,  Judith  E.  A  Menu  of  Modern  Safety  Standards.  FDA  Consumer.  Apr.  1994. 
p.  7-9.  In  addition,  see  US  Dept.  of  Health  and  Human  Services.  Public  Health  Service.  Health 
People  2000  National  Health  Promotion  and  Disease  Prevention  Objectives.  Full  Report  With 
Commentary,    p.343-344. 

18In  1913,  the  first  serious  effort  was  made  to  enlist  the  active  cooperation  of  States  in 
enforcing  the  FFDCA.  State  and  Federal  officials  meeting  in  Washington,  D.C.,  formed  a 
committee  to  establish  standards  that  would  serve  as  a  uniform  guide  for  enforcement  throughout 
the  country.  Today  this  guide  is  called  the  Uniform  State  Food,  Drug  and  Cosmetic  Act,  and  the 
most  recent  version  was  adopted  by  the  Association  of  Food  and  Drug  Officials,  1984. 

I9A11  50  States  have  dairy  inspection  programs  based  on  the  Pasteurized  Milk  Ordinance 
jointly  developed  by  the  States,  and  all  participate  in  the  National  Conference  on  Interstate  Milk 
Shipments  (NCIMS),  which  further  assures  nationwide  regulatory  uniformity.  FDA  serves  as  one 
member  of  this  conference.  FDA  and  States  have  also  established  an  Interstate  Shellfish 
Sanitation  Conference  along  the  same  lines  as  NCIMS. 

^.S.  Dept.  of  Health  and  Human  Services.  Public  Health  Service.  Food  and  Drug  Admin. 
Justification  of  Estimates  for  Appropriations  Committees.   Fiscal  Year  1995.   v.  XII.  p.  38. 
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TABLE  3.  FDA's  Inspections  of  Domestic  Food  Establishments, 

Fiscal  Years  1980-1993 

FISCAL  YEARS 

NUMBER  OF  FDA 

DOMESTIC  FOOD 

ESTABLISHMENT 

INSPECTIONS 

NUMBER  OF  STATE- 
FDA  CONTRACTED 
INSPECTIONS  OF 
DOMESTIC  FOOD 
ESTABLISHMENTS 

1980 

16,243 

16,274 

1981 

20,528 

16,697 

1982 

18,143 

13,745 

1983 

16,441 

11,419 

1984 

14,447 

12,583 

1985 

12,463 

11,933 

1986 

10,980 

9,791 

1987 

9,656 

6,929 

1988 

8,216 

7.469 

1989 

7,565 

7,776 

1990 

7,054 

7,255 

1991 

9,195 

7,956 

1992 

6,861 

7,794 

1993 

6,607 

7,354 

Source:   Public  Health  Service.   Food  and  Drug  Admin.   Office  of  Regulatory 
Affairs.  Prepared  by  John  Lechus.  (301)  443-2155. 

FDA  also  contracts  with  or  commissions  State  officials  to  conduct  additional 
inspections  such  as  inspections  of  low-acid  canned-food  establishments.  There 
are  also  voluntary  cooperative  work-sharing  programs,  formalized  with 
agreements  between  State  and  local  officials  and  FDA.  FDA  officials  admit  that 
the  system  does  not  always  work  smoothly.21  In  years  past,  Federal  and  State 
officials  were  criticized  for  "tripping  over  each  other."  FDA  officials  are  working 
currently  with  State  officials  to  be  able  to  accept  State  laboratory  and  other  data 
on  quality  assurance  programs,  so  that  FDA  inspectors  can  concentrate  more  of 
their  resources  on  large  interstate  enterprises  and  import  inspections. 


21 

Telephone  conversation  with  Mr.  Heinz  Wilms,  Director  of  the  Division  of  Federal  State 
Relations  Office  of  Regulatory  Operations.  Office  of  Regulatory  Affairs.  Food  and  Drug 
Administration.   (301)  443-3360.    March  9,  1994. 
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FDA  receives  information  on  potential  hazards  and  violations  from  State 
and  local  groups  as  well  as  trade  and  professional  associations,  and  consumer 
groups.22  Competitors  are  a  primary  source  of  complaints  to  FDA  with 
information  which  often  lead  to  some  type  of  investigation. 


PAST  PROPOSALS  FOR  CHANGE 

If  Congress  were  to  augment  FDA's  enforcement  authorities,  consideration 
would  likely  be  given  to  administrative  mechanisms  that  are  either  tools  to 
persuade  violating  companies  to  comply  with  the  Act  or  further  sanctions. 
These  mechanisms  have  become  known  as  "intermediate  enforcement  tools." 
Some  of  these  "tools,"  such  as  records  inspection  and  civil  money  penalties,  have 
been  proposed  and  debated  both  in  past  Congresses  and  in  recent  discussion 
memos  among  the  executive  branch  agencies.28  Two  bills  introduced  into  the 
102nd  Congress  during  the  first  session  contained  additional  "intermediate 
authorities":  (1)  H.R.  3642  introduced  by  Representative  Waxman  for  himself 
and  Mr.  Dingell  on  October  24,  199124;  and  (2)  S.  2135  introduced  by  Senator 
Edward  Kennedy  on  November  27,  199126.  These  bills  would  have  amended 
various  sections  of  FFDCA,  to  extend  enforcement  authority  coverage  to  include 
all  FDA-related  articles,  such  as  medical  devices  and  drugs.  In  addition,  they 
would  have  granted  additional  tools  to  FDA  to  use  in  the  agency's  regulation  of 
foods.26  Neither  proposal  has  been  reintroduced  during  the  103d  Congress. 


22 

Also  early  in  the  century,  the  Office  of  State  Cooperative  Food  and  Drug  Control  was 
established  to  exchange  information,  prevent  duplication  of  efforts  and  encourage  the 
participating  State  and  local  governments  to  assist  one  another.  Federal  and  State  officials  had 
collaborated  with  each  other  on  an  individual-case  basis  to  examine  such  problems  as  shellfish 
contamination  in  State  waters. 

"TJavid  A.  Kessler.  Memorandum  to  the  Secretary.  Department  of  Health  and  Human 
Services.  Subject:  Food  Safety  Initiative-ACTION.   March  12,  1993. 

^In  the  102d  Congress,  H.R.  3642,  The  Food,  Drug,  Cosmetic,  and  Device  Enforcement 
Amendments  of  1991  had  an  original  version,  H.R.  2597,  that  had  been  introduced  on  June  7, 
1991.  Hearings  were  held  on  H.R.  2597,  on  July  19,1991,  by  the  Subcommittee  on  Health  and  the 
Environment  of  the  House  Committee  on  Energy  and  Commerce.  The  Bush  Administration  and 
representatives  of  the  food,  drug,  and  device  industries  opposed  this  legislation.  The  Bush 
Administration  refused  to  allow  Dr.  Kessler  to  testify  on  specifics  of  H.R.  2597.  The  Subcommittee 
on  Health  and  the  Environment  marked  up  the  bill  on  October  10,  1991,  and  a  new  bill  was 
introduced,  H.R.  3642.  This  latest  version  of  the  bill  was  reported  out  of  the  Committee  on 
Energy  and  Commerce,  but  no  further  action  was  taken.  Even  after  H.R.  3642  was  introduced, 
congressional  staff  continued  to  discuss  modifications  to  the  authorities  granted. 

Tn  the  102d  Congress,  S.  2135,  the  Food,  Drug,  Cosmetic  and  Device  Enforcement 
Authorities  Act  was  introduced  in  late  November  1991,  after  hearings  took  place  in  the  House 
Committee  on  Energy  and  Commerce.  It  contained  many  of  the  same  provisions  of  H.R.  3642; 
however,  it  was  different  in  scope  from  H.R.  3642.  The  Bush  Administration  and  regulated 
industry  also  opposed  this  bill. 

26See  CRS  Rept.  No.  92-102  SPR,  FDA  Enforcement:  A  Summary  of  H.R.  3642  and  S.  2135, 
by  Donna  U.  Vogt.   Jan.  24,  1992. 
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PROPOSALS  TO  INCREASE  FDA  ADMINISTRATIVE  ENFORCEMENT 
AUTHORITY  FOR  FOODS 

FDA's  consumer  protection  responsibilities  have  grown  and  evolved  in  the 
last  decade;  however,  its  power  to  enforce  its  varied  mandates  has  not.  Some 
Members  in  Congress  would  like  to  see  FDA  equipped  with  more  administrative 
enforcement  authority  to  reenforce  FDA's  authority  over  the  industries  it 
regulates.  FDA's  enforcement  powers  differ  depending  on  the  products  it  is 
regulating,  and  some  congressional  Members  believe  that  such  powers  should  be 
spread  across  the  board  or  augmented  with  new  authorities  so  FDA  can  regulate 
all  the  products  it  is  responsible  for  in  a  consistent  and  unified  manner.  For 
example,  FDA  can  itself  seize  counterfeit  drugs  but  it  cannot  seize  adulterated 
food  without  a  formal  seizure  warrant  from  a  judge.  Critics  contend  that 
blanket  augmentation  of  current  FDA  authority  would  not  make  food  any  "safer" 
and  they  claim  that  FDA  is  doing  a  very  good  job  with  the  authority  it  now  has. 
They  argue  that  administrative  authority  without  court  supervision  would  be 
subject  to  potential  abuse  and  misuse  without  any  effective  recourse. 

On  March  12,  1993,  Dr.  Kessler  sent  a  memorandum  to  Donna  Shalala, 
Secretary  of  Health  and  Human  Services,  stating  that  FDA  would  like  the 
following  statutory  authorities  to  ensure  safe  food  handling  and  preparation27: 
records  inspection;  registration  of  food  processors;  requirement  for  HACCP 
systems  (see  below)  for  foods;  presumption  of  interstate  commerce; 
administrative  civil  money  penalties;  administrative  temporary  detention 
domestic  authority;  administrative  recall  authority;  subpoena  authority; 
authority  to  charge  user  fees  for  some  food  safety  efforts;  and  authority  to 
refuse  entry  on  imported  food  where  specific  safety  assurances  from  the  foreign 
source  are  not  met. 

The  following  table  lists  a  series  of  administrative  enforcement  tools  that 
are  of  an  "intermediate  deterrent  nature,"  and  have  been  sought  by  FDA  for  the 
past  several  decades.  The  explanation  of  the  tools  is  listed  along  with  the 
rationale  that  has  been  set  forth  advocating  these  changes,  as  well  as  the 
criticism  that  has  also  been  voiced  against  them. 


2  David  A.  Kessler.    Memorandum  to  the  Secretary.    U.S.  Dept   of  Health  and  Human 


Services.   Subject:    Food  Safety  Initiative-ACTION.    March  12,  1993. 
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TABLE  4.  FDA's  Proposals  For  Expanded  Administrative 
Enforcement  "Tools" 

Enforcement  Tool 

Rationale 

Criticism 

Records  Inspection 

FDA  inspectors  would 
review  and  copy  food 
producers  sources, 
processing,  and 
distribution  records 
without  violating 
business  trade  secrets. 

FDA  would  use  these 
records  to  control  a 
problem  product. 
Records  would  show 
where  the  problem 
came  from  and  to 
whom  the  product  was 
delivered. 

Records  inspection 
should  only  be  by 
court  order  for  serious 
problems,  to  prevent 
administrative  abuse 
and  misuse  and  to 
protect  trade  secrets. 

Registration  of 
Food  Processors 

FDA  would  require 
registration  to 
establish  an  inventory 
of  food  purveyors. 

Through  such  a 
registration,  FDA 
would  get  an  accurate 
inventory  of  whom 
they  were  regulating. 

Registration  creates 
an  enormous  and 
ineffective  burden  for 
FDA  and  an 
unnecessary 
interference  with 
business. 

HACCP/Quality 
Assurance  System 

FDA  on  January  21, 
1994  proposed  for 
notice  and  comment  a 
mandatory  system 
which  would  require 
that  the  seafood 
industry  establish  a 
Hazard  Analysis 
Critical  Control  Point 
system.  FDA  could 
extend  this  plan  to 
other  facets  of  the 
food  industry. 

HACCP  calls  for  a 
science-based  analysis 
of  potential  hazards, 
determining  where  the 
hazards  can  ocqur  in 
processing,  instituting 
preventive  measures  to 
prevent  problems,  and 
taking  corrective 
actions  if  they  do 
occur.   FDA  saves 
money  by  monitoring 
HACCP  records. 

HACCP  is  already  in 
existing  FDA  GMP 
regulations  and  is 
authorized  by  existing 
law.   No  new 
legislation  is  needed. 
FDA  can  adopt 
HACCP  regulations 
where  justified. 

Presumption  of 
Interstate 
Commerce  FDA 

officials  want  to 
presume  jurisdiction 
because  most 
commerce  involving 
food  articles  affect 
interstate  commerce. 

FDA  could  reduce  its 
burden  of  proof  before 
the  courts  and  would 
no  longer  spend  time 
and  money  processing 
records  to  prove  to  the 
courts  that  it  had 
jurisdiction  over  a 
violative  product. 

FDA  can  easily  prove 
its  jurisdiction,  and 
the  issue  is  rarely 
contested,  so  new 
legislation  is 
unnecessary. 
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TABLE  4.  FDA's  Proposals  For  Expanded  Administrative 
Enforcement  "Tools- 

Enforcement  Tool 

Rationale 

Criticism 

Civil  Money 
Penalties  FDA  wants 
to  impose  fines  to  seek 
punishment  for 
offenders  short  of 
criminal  action. 

Such  authority  would 
allow  FDA  to  take 
steps  to  "hurt  the 
pocketbook"  of  the 
company  in  violation, 
particularly  for  acts 
which  were  committed 
without  endangering 
public  health,  and  after 
notice  from  FDA. 

Such  authority  could 
easily  be  abused, 
especially  if  not 
imposed  by  a  court 
after  a  full  hearing. 
Existing  sanctions  are 
stringent  and 
sufficient. 

Temporary 
(Domestic) 
Detention  Authority 
(Embargo)  FDA 

inspectors  want  to 
detain  suspected 
violative  foods  until 
the  foods  can  be  seized 
under  a  court's  order. 

This  tool  would  help 
prevent  the  violative 
product  from  reaching 
consumers  while 
seizure  is  being 
initiated. 

Detention  would  put 
excessive  power  in 
administrative 
officials,  which  could 
easily  be  abused.  Only 
a  court  should  be 
allowed  to  do  this  and 
only  for  a  few  days. 

Recall  Authority 

FDA  currently  asks  for 
"voluntary  recalls." 
FDA  wants  authority 
to  order  recalls  when 
firms  refuse  prompt, 
and  effective  voluntary 
recall. 

No  complajnts  would 
be  filed  with  a  court, 
and  firms  could  defend 
their  actions  at  an 
informal  hearing.   The 
voluntary  recall 
process  would  remain 
as  the  initial  recall 
approach. 

The  same  criticism 
that  only  courts 
should  have  such 
power  applies  to 
recalls  as  to  detention. 
Current  FDA  recall 
regulations  work  well. 
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TABLE  4.  FDA's  Proposals  For  Expanded  Administrative 
Enforcement  "Tools" 

Enforcement  Tool 

Rationale 

Criticism 

Subpoena  Authority 

FDA  would  issue 
subpoenas  to  gather 
evidence  and  as  part  of 
administrative 
hearings  in  connection 
with  a  violation  of  the 
FFDCA. 

Several  other  Federal 
regulatory  agencies 
have  such  authority. 
FDA  officials  say  that 
they  have  and  will 
continue  to  abide  by 
the  law  to  protect  the 
industry  trade  secret 
information  (e.g., 
processing  formulas), 
patient  names,  and 
other  confidential 
information  obtained 
as  part  of  an 
investigation. 

Administrative 
subpoena  power  would 
give  unfettered 
discretion  to  FDA 
personnel.   Only 
courts  should  have 
this  enormous  power. 
Companies  will  have 
no  formal  mechanism 
to  object  to  a 
subpoena  which  is 
unduly  burdensome  or 
otherwise  improper. 
Before  records  access 
is  permitted,  it  must 
be  subject  to 
justification  through 
judicial  intervention, 
control  and  review. 

User  Fees  Domestic 
and  foreign  industries 
including  foods   could 
pay  for  services 
provided  by  FDA. 
Examples  include 
preparation  of  product 
certificates  for  export, 
providing  electronic 
clearance  of  imports, 
and  foreign 
inspections  conducted 
by  FDA. 

User  fees  would  help 
support  FDA's  costs 
for  services  benefitting 
regulated  industry, 
e.g.,  product 
certificates,  faster 
product  clearance. 
Fees  also  would 
allocate  resources  more 
efficiently  because 
FDA  would  place  its 
resources  where  there 
is  the  greatest  client 
demand. 

User  fees  would 
constitute  a  direct 
Federal  sales  tax  on 
all  food  products. 
User  fees  are  not 
justified  because  FDA 
actions  benefit  the 
general  public,  not  a 
particular  company. 

1 
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TABLE  4.  FDA's 

Proposals  For  Expanded  Ariminist.rnt.iw 

Enforcement  "Tools" 

Enforcement  Tool 

Rationale 

Criticism 

Authority  to  Refuse 

This  would  enhance 

Such  treatment  would 

Entry  of  Food 

FDA's  efforts  to  more 

greatly  add  to  the  cost 

Imports  FDA  wants 

effectively  prevent 

of  imported  products, 

to  refuse  foods  offered 

entry  into  the  United 

might  be  contrary  to 

for  import  where  the 

States  of  imported 

the  new  GATT 

food  safety  system  of 

foods  lacking 

agreement  for 

the  country  of  origin 

assurance  of  safety. 

lowering  nontariff 

is  not  equivalent  to 

barriers,  and  could 

the  U.S.  system  and 

lead  to  retaliatory 

food  handlers  have  not 

actions  against  U.S. 

registered  with  FDA. 

products. 

FDA  has  already 

proposed  to  implement 

HACCP  for  all  U.S. 

seafood  (domestic  and 

imported)  without  new 

legislation.   FDA  also 

could  act  against 

products  produced 

where  there  is  no 

HACCP  system  or 

where  FDA  inspection 

of  manufacturers  has 

been  refused. 
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APPENDIX  A.  Federal  Agencies  Comparable  Enforcement 
Authorities  and  Dates  When  Basic  Authority  was  Granted. 

USDA 

CPSC 

OHSA 

EPA 

DEA 

ND3 
TSA 

BATF 

Records 
Inspection 

1967 

1972 

1970 

1988 

1970 

1966 

NA. 

Temporary 

Detention 

(Embargo) 

1967 

NA. 

NA 

1972 

1970 

NA. 

1958 

Civil 

Money 

Penalties 

NA. 

1972 

1970 

1978 

1988 

1966 

1988 

Recall 

NA. 

1972 

NA. 

1988 

NA. 

1974 

NA. 

Subpoena 

1968 

1972 

1970 

1986 

1970 

NA. 

1954 

USDA=U.S.  Department  of  Agriculture 

CPSC = Consumer  Product  Safety  Commission 

OSHA= Occupational  Safety  and  Health  Administration 

EPA = Environmental  Protection  Agency 

DEA = Drug  Enforcement  Agency 

NIHTSA= National  Institute  for  Highways  and  Traffic  Safety  Administration 

BATF=Bureau  of  Alcohol,  Tobacco,  and  Firearms 


NA.=Not  Applicable 

Source:  Food  and  Drug  Administration.    Office  of  Enforcement.    Prepared  by 

Joan  Davenport.   (301)  443-7400. 
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APPENDIX  B.  General  FDA  Enforcement  Activities,  Fiscal  Years 

1988-1993. 

1988 

1989 

1990 

1991 

1992 

1993 

Inspections 

19,192 

17,740 

16,811 

18,609 

17,064 

17,315 

Warning 
Letters* 

450 

370 

498 

832 

1,564 

1,755 

Import  Sample 
Examinations 

37,923 

44,936 

41,108 

42,200 

50,382 

42,758 

Import 

Product 

Detention 

25,456 

25,740 

26,393 

27,298 

41,155 

33,088 

Recalls 

1,526 

2,183 

2,352 

2,858 

2,922 

2,375 

Seizures 

196 

144 

144 

168 

183 

117 

Injunction 
Requests 

17 

13 

9 

21 

31 

23 

Criminal 
Actions 

24 

16 

19 

43 

52 

26 

*Two  types  of  letters:  "notices  of  adverse  finds"  or  "regulatory  letters"  became 
"warning  letters"  on  May  23,  1991. 


Source:  Food  and  Drug  Administration.  Office  of  Enforcement.  Arvin  P.  Shroff, 
Deputy  Director.  (301)  443-7400. 
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APPENDIX  C.   1990  Statement  of  Enforcement  Policy 
United  States  Food  and  Drug  Administration 

The  Food  and  Drug  Administration  (FDA),  the  nation's  foremost  line  of  consumer 
protection,  is  a  scientifically-based  law  enforcement  agency.  The  enforcement  function 
of  the  FDA  is  two  fold:  to  safeguard  the  public  health,  and  to  ensure  honesty  and  fair- 
dealing  between  he  regulated  industry  and  consumers. 

1.  The  FDA  encourages  and  expects  compliance  with  the  laws  and  regulations  it  enforces.  To  this  end 
the  agency  participates  in  cooperative  and  educational  efforts  designed  to  inform  industry,  health 
professionals,  and  the  public  of  those  legal  requirements. 

2.  The  FDA  constantly  conducts  surveillance  and  investigations  over  the  industry  it  regulations,  to 
continuously  assess  compliance  and  discover  noncompliance.  Depending  upon  the  nature  of 
noncompliance,  the  FDA  may  afford  an  opportunity  for  correction  by  industry.  If  adequate  correction 
does  not  occur  within  a  reasonable  period  of  time.  The  FDA  is  committed  to  swiftly  initiate  action  to 
obtain  compliance. 

3.  The  FDA  protects  the  public  by  relying  on  any  and  all  of  its  varied  enforcement  tools-both 
administrative  and  judicial-according  to  the  seriousness  of  the  violation. 

4.  The  FDA  does  not  tolerate  fraud,  intentional  violations,  or  gross  negligence,  and  promptly  seeks 
prosecution  to  punish  and  deter  whenever  appropriate. 

5.  The  FDA  uses  fair  and  scientifically -sound  law  enforcement  and  regulatory  work  to  assure  efficiency 
in  its  enforcement  activities  and  to  maintain  the  public  trust  and  confidence. 

6.  The  FDA  cooperates  with,  and  enlists  the  cooperation  of,  other  federal,  State,  and  local  agencies,  and 
foreign  governments  and  international  organizations  to  extend  the  scope  and  increase  the  effectiveness 
of  its  consumer  protection  programs. 

7.  The  FDA  continuously  evaluates  its  law  enforcement  programs  and  needs.  It  initiates  administrative 
action  and  proposed  legislative  act  ion -and  it  judiciously  allocates  resources --to  enhance  its  ability  to 
meet  its  law  enforcement  responsibilities  within  its  budget  and  priorities. 

Ronald  G.  Chesemore  James  S.  Benson 

Associate  Commissioner  Acting  Commissioner 

for  Regulatory  Affairs  of  Food  and  Drugs 

1985 -Present  1989  -  1990 


398 


Edolphus  Towns,  New  York  ONE  HUNDRED  THIRD  CONGRESS  Steven  Schiff.  New  Mexico 

Hen^Twa.nan.ca.ifon,,.  Congress  of  the  United  States  JOh^kM?caMiSaMembcr 

L"mMS"nX  House  of  Representatives 

Craig  A.  Washington,  Texas  Human  Resources  and  Intergovernmental  Relations  Be™??™!!*fS-  Vermonl 

Subcommittee 


Independent 


of  the  Majority  (202)  225-2S48 

Committee  on  Government  Operations  FAX  CKO\  TTi-lTSO 

B-372  Rayburn  House  Office  Building  l      ' 

Washington,  DC  20515  Minority  (202)  225-2738 


May  20,  1994  ©RAH 


MEMORANDUM 


TO:  Members  of  the  Subcommittee  on  Human  Resources  and 

Intergovernmental  Relations 

FROM:    Edolphus  Towns,  Chairman 

RE:  Hearing:   "Reinventing  the  Federal  Food  Safety  System:   Review  of  FDA's 

Food  Safety  Programs,"  Wednesday,  May  25,  1994,  at  9:30  a.m.,  2247  RHOB 

I.  INTRODUCTION 

As  you  know,  last  fall  the  Subcommittee  began  reviewing  the  Federal 
government's  food  safety  programs  in  light  of  the  Vice  President's  recommendation  to 
consolidate  such  programs  within  the  Food  and  Drug  Administration  (FDA).   The 
Subcommittee's  initial  hearings  on  the  U.S.  Department  of  Agriculture's  (USDA)  meat 
and  poultry  inspection  program  last  November  4  and  19  revealed  dangerous  flaws  in 
USDA's  programs  and  an  inherent  conflict  of  interest  in  USDA's  mission  (see  my 
memoranda  of  Nov.  1  and  Nov.  16).   We  will  review  FDA's  food  safety  programs  during 
this  hearing. 

II.  BACKGROUND 

FDA  is  responsible  for  ensuring  that  all  foods  in  interstate  commerce  (except 
meat  and  poultry)  are  not  contaminated  or  otherwise  adulterated,  are  produced  under 
sanitary  conditions,  and  are  not  misbranded  or  deceptively  packaged.   Although  FDA 
must  approve  certain  food  ingredients,  such  as  food  additives,  before  they  may  enter  the 
market  (premarket  approval),  almost  all  food  products  may  be  marketed  without  FDA's 
premarket  approval  and  are  subject  to  FDA's  monitoring  and  surveillance  only  after  they 
have  entered  the  market  (postmarket  surveillance).  To  conduct  postmarket  surveillance, 
FDA  (1)  inspects  domestic  food  establishments  (e.g.,  manufacturing  and  processing 
facilities)  to  ensure  compliance  with  federal  laws,  regulations,  and  good  manufacturing 
practices,  and  (2)  inspects  imported  food  products  at  the  port  of  entry  to 
ensurecompliance  with  the  same  safety  and  labeling  requirements  established  for 
domestic  foods.   Some  inspections  are  carried  out  by  the  States  under  contract  with 
FDA. 
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The  Nation's  consumers  rely  on  FDA  to  oversee  the  industry  and  ensure  the 
safety  of  about  $240  billion  worth  of  domestic  foods  and  about  $15  billion  worth  of 
imported  foods.   FDA  is  responsible  for  overseeing  about  260,000  separate  classes  of 
food  products  and  about  10,000  new  products  enter  the  market  each  year.   In  addition, 
although  subject  to  FDA  jurisdiction,  about  537,000  commercial  restaurants,  172,000 
institutional  food  programs,  190,000  retail  food  stores,  and  1.5  million  food  vending 
locations  submit  to  State  and  local  health  department  inspections.   FDA  is  also 
responsible  for  policing  both  domestic  and  imported  foods  for  excess  pesticide  and  other 
chemical  residues.1 

In  fiscal  year  1993,  FDA  devoted  about  2,700  staff  years  and  $205  million  to  food 
safety  activities.2  The  Center  for  Food  Safety  and  Applied  Nutrition  (CFSAN)  with 
field  assistance  from  the  Office  of  Regulatory  Affairs  is  primarily  responsible  for  food 
regulation  within  FDA. 

HI.       RELEVANT  LAWS 

Federal  Food,  Drug,  and  Cosmetic  Act,  as  amended  (FFDCA)  (21  U.S.C.  301  et  seq.) 
(Other  relevant  laws  include,  the  Public  Health  Service  Act,  Pesticide  Monitoring 
Improvement  Act  of  1988,  Egg  Products  Inspection  Act,  Safe  Drinking  Water  Act, 
Federal  Anti-Tampering  Act,  and  Federal  Import  Milk  Act) 

IV.  PURPOSE  OF  THE  HEARING 

The  purpose  of  this  hearing  is  to  review  FDA's  food  safety  programs  in  light  of 
the  Vice  President's  recommendations  to  consolidate  all  Federal  food  safety  programs 
within  FDA.   Because  most  food  products  are  not  subject  to  FDA  premarket  approval, 
the  hearing  is  focused  on  FDA's  postmarket  surveillance  and  monitoring  efforts  to 
ensure  the  safety  of  domestic  and  imported  food.   Because  of  the  broad  scope  of  food 
products  subject  to  FDA  jurisdiction,  the  hearing  is  also  targeted  to  FDA's  efforts  to 
ensure  the  safety  of  seafood  and  to  deal  with  microbial  contamination  of  food. 

V.  WITNESSES 

The  Subcommittee  invited  the  following  witnesses  to  present  testimony: 

The  Honorable  Al  Gore,  Jr.,  Vice  President  of  the  United  States 

The  Honorable  Donna  Shalala,  Secretary  of  Health  and  Human  Services 

The  Honorable  Charles  A.  Bowsher,  Comptroller  General,  U.S.  General  Accounting 

Office 
Jack  Guzewich,  Chief  Sanitarian,  New  York  State  Department  of  Health 
Dr.  Gary  Hlady,  Epidemiologist,  State  of  Florida 
Dr.  Peggy  M.  Foegeding,  Professor,  Food  Science  and  Microbiology,  North  Carolina 

State  University 
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Caroline  Smith  DeWaal,  Public  Voice 
Juanita  Duggan,  National  Food  Processors  Association 
Sherwin  Gardner,  Grocery  Manufacturers  Association 
Lee  Weddig,  National  Fisheries  Institute 

NOTE:   Dr.  Fred  Shank,  Director,  CFSAN,  FDA,  will  be  testifying  on  behalf  of  HHS 
and  John  Harman,  Director,  Food  and  Agriculture  Issues,  RCED/GAO,  will  be 
testifying  on  behalf  of  GAO.  The  Vice  President's  office  has  informed  us  that  the  Vice 
President  is  not  available  to  present  testimony.   His  office  has  not  yet  identified  who  will 
be  testifying  on  his  behalf. 

The  Subcommittee  also  invited  the  following  individuals  and  organizations  to 
provide  written  statements  for  the  record: 

New  York's  Seafood  Council 

Animal  Health  Institute 

Food  Marketing  Institute 

National  Restaurant  Association 

Luther  C.  McKinney,  Senior  Vice  President  for  Law  and  Corporate  Affairs,  Quaker  Oats 

Company 
Dr.  Michael  T.  Osterholm,  State  Epidemiologist,  Minnesota  Department  of  Health 

VI.       MAJOR  ISSUES 

A.        New  Food-borne  Threats 

The  current  Federal  food  safety  system  is  obsolete  because  it  has  failed  to  keep 
pace  with  changes  in  new  food-borne  threats.   Specifically,  dramatic  changes  in  the  type, 
source  and  distribution  of  food;  new  food  technologies;  consumer  behavior  and 
demographics;  and  emerging  microbial  pathogens  have  occurred  since  FFDCA  was 
enacted  in  1938.   For  example,  more  people  consume  commercially  processed  or 
commercially  prepared  foods  than  56  years  ago.  According  to  FDA,  consumer  demand 
for  "fresh"  foods  in  convenient,  ready-to-cook  or  eat  forms  has  fostered  the  development 
of  sophisticated  processing  and  packaging  systems  that  can  significantly  extend  the  shelf 
life  of  foods.   In  addition,  almost  half  of  the  money  consumers  spend  on  food  now  goes 
to  meals  and  snacks  away  from  home.  However,  these  new  food  products  and  packages 
and  new  patterns  of  distribution  and  consumption  are  raising  new  food  safety  concerns. 

Chief  among  these  concerns  is  the  increasing  number  of  new  food  pathogens.3 
Most  people  have  heard  of  salmonella.   But  scientists  have  lately  identified  other 
harmful  microorganisms,  such  as  Listeria  monocytogenes,  Campylobacter  jejuni,  E.  coli 
0157:H7,  Norwalk  virus,  and  Vibrio  spp.,  as  important  foodborne  pathogens.  That  is 
partly  because  scientists  have  better  ways  of  detecting  microbes,  but  it  also  reflects  trends 
in  food  processing  and  distribution  that  leave  products  vulnerable  in  new  ways.4  For 
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example,  we  depend  on  refrigeration  to  keep  food  safe  in  transport,  but  the  listeria 
bacterium  can  survive  refrigeration.  Each  year,  listeriosis  strikes  about  1,850  Americans; 
nearly  one-fourth  of  those  people  die.5 

Of  the  various  sources  of  food  contamination,  harmful  microbes  in  food  cause 
almost  all  cases  of  acute  foodborne  illness  in  the  United  States,  according  to  food 
scientists.  In  fact,  food-borne  disease  continues  to  be  a  major  and  growing  public  health 
problem  in  the  United  States  that  is  preventable,  according  to  the  Centers  for  Disease 
Control  and  Prevention  (CDC).6  Each  year  food-borne  disease  kills  at  least  9,100 
people  while  another  6.5  million  become  sick,  according  to  CDC.   Because  many  cases 
go  undiagnosed  and  unreported,  the  true  extent  of  food-borne  illness  in  the  United 
States  is  probably  much  higher~80  million  by  one  estimate.7  Food-borne  disease 
particularly  harms  infants,  children,  the  elderly  and  immunocompromised  individuals.  In 
addition,  the  social  costs  of  food-borne  illness,  such  as  medical  expenses  and  lost 
productivity,  are  estimated  to  reach  between  $4  billion  and  $8  billion  annually.8 

B.       Seafood  safety 

Seafood  poses  special  challenges  in  ensuring  its  safety.   First,  unlike  most  meat 
and  poultry,  seafood  is  still  mostly  a  wild-caught  flesh  food  that  is  harvested  under  very 
different  conditions  and  at  varying  distances  from  processing,  transport,  and  retail 
facilities.  Second,  there  are  over  350  commercially  marketed  species.  Third,  no  other 
flesh  food  is  imported  in  the  quantity,  or  from  as  many  countries  as  seafood.  According 
to  FDA,  over  55  percent  of  seafood  consumed  in  the  United  States  is  imported  from 
about  135  countries.  Fourth,  a  lot  of  seafood  is  consumed  from  recreational  sources. 
FDA  estimates  that  recreational  fishing  contributes  4  pounds  beyond  the  15  pounds  of 
seafood  consumed  per  capita  from  commercial  channels. 

According  to  the  National  Academy  of  Sciences  (NAS),  "Most  seafood  available 
to  the  U.S.  public  are  wholesome  and  unlikely  to  cause  illness  in  the  consumer."9 
According  to  CDC,  seafood  accounted  for  20%  of  foodborne  disease  outbreaks  between 
1973  and  1991,  compared  with  8%  for  beef,  7%  for  poultry,  and  1%  for  eggs.   However, 
because  most  outbreaks  attributed  to  seafood  involved  fewer  persons  than  those  due  to 
other  foods,  seafood  accounted  for  only  5%  of  all  reported  foodborne  cases,  compared  to 
10%  for  poultry,  9%  for  beef,  and  2%  for  eggs.10  Although  significant  limitations  in 
CDC's  data  preclude  definitive  conclusions  about  the  relative  safety  of  seafood-borne 
illness,  CDC,  NAS,  FDA,  and  others  believe  that  data  are  fairly  consistent  in  showing 
that  seafood  overall  is  as  safe  or  safer  than  other  flesh  foods  in  terms  of  frequency  of 
illness. 

"Nevertheless,  there  are  areas  of  risk,"  according  to  NAS.  The  major  risk  of 
disease  is  associated  with  molluscan  shellfish  (e.g.,  oysters,  clams,  and  mussels)  consumed 
raw  or  partially  cooked  and  from  two  natural  toxins,  ciguatoxin  and  scombrotoxin,  which 
occur  in  certain  species  of  finfish.11  In  fact,  a  1991  FDA/CDC  risk  assessment 
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concluded  that  the  risk  of  illness  associated  with  molluscan  shellfish  consumed  raw  or 
partially  cooked  is  greater  than  for  any  cooked  flesh  food.  Other  seafood  safety  concerns 
include  viruses,  parasites,  chemical  contaminants  (e.g.,  mercury,  PCBs,  dioxin,  pesticides, 
animal  drugs),  and  decomposition. 

1.  Vibrio  vulnificus  in  raw  oysters 

One  example  of  foodborne  disease  associated  with  the  consumption  of  raw 
shellfish  is  Vibrio  vulnificus  infections  associated  with  raw  oyster  consumption.   V. 
vulnificus  is  a  naturally  occurring  bacterium  commonly  found  in  the  coastal  waters  of  the 
Gulf  of  Mexico  that  contaminates  oysters  and  other  shellfish.   Some  studies  report  that 
almost  100%  of  oysters  harvested  from  these  waters,  especially  during  warm  weather 
months,  harbor  V.  vulnificus.  Although  NAS  reported  that  V.  vulnificus  infections  are 
relatively  uncommon,  the  bacterium  is  extremely  dangerous  for  people  in  certain  high- 
risk  groups,  such  as  those  with  preexisting  liver  disease  or  compromised  immune  systems. 
When  such  persons  become  infected,  the  mortality  rate  can  exceed  50  percent.12  In 
1993,  the  State  of  Florida  estimated  that  based  on  the  number  of  V.  vulnificus  cases 
reported  and  consumer  survey  data  of  raw  oyster  consumption,  the  annual  rate  of  illness 
from  V.  vulnificus  infections  for  adults  with  liver  disease  who  ate  raw  oysters  was  72  per 
1  million  adults  and  the  death  rate  was  45  per  1  million.13 

According  to  NAS,  "Thorough  cooking  of  seafood  products  would  virtually 
eliminate  all  microbial  and  parasitic  pathogens.   Individuals  who  choose  to  eat  raw 
seafood  should  be  educated  about  the  potential  risks  involved  and  how  to  avoid  or 
mitigate  them.   In  particular,  immunocompromised  individuals  and  those  with  defective 
liver  function  should  be  warned  never  to  eat  raw  shellfish."14 

Despite  the  risks  associated  with  V.  vulnificus  in  raw  oysters,  FDA  has  not  set 
acceptable  limits  for  this  bacterium  in  raw  oysters  and  does  not  regularly  monitor  levels 
of  V.  vulnificus  in  harvested  shellfish.   (FDA  is  convening  a  workshop  in  June  to  address 
these  issues.)   In  1991,  Public  Voice  petitioned  FDA  to  require  a  mandatory  warning 
label  on  all  raw  shellfish  to  educate  consumers  about  the  risks  associated  with  the 
consumption  of  raw  shellfish.   FDA  has  not  required  such  a  label.   However,  FDA  has 
recommended  that  the  States  adopt  a  point-of-sale  information  statement  for  use  in 
educating  consumers  about  the  hazard  involved  in  consuming  raw  oysters.   In  addition, 
several  states  (e.g.,  California,  Louisiana,  Florida)  have  required  warning  of  raw  oysters 
aimed  at  providing  consumers  with  risk  information. 

2.  Federal  seafood  safety  programs 

FDA's  seafood  safety  program  budget  increased  from  about  $25  million  in  FY 
1990  to  about  $41  million  in  FY  1992  (funding  remained  level  for  FY  1993).   In  addition, 
FDA  created  the  Office  of  Seafood  in  February  1991. 
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Although  FDA  is  the  primary  Federal  agency  responsible  for  ensuring  the  safety 
of  seafood,  three  other  Federal  agencies  and  an  intergovernmental  commission  are 
involved.  The  National  Marine  Fisheries  Service  within  the  Department  of  Commerce 
conducts  a  voluntary,  fee-for-service  program  aimed  at  quality  and  wholesomeness.  The 
Environmental  Protection  Agency  regulates  contaminant  levels  and  monitors  the  purity 
of  water  from  which  fish  and  shellfish  are  harvested.  CDC  collects  and  reports  on 
foodborne  disease  outbreak  data  associated  with  seafood.   Lastly,  the  Interstate  Shellfish 
Sanitation  Conference  (ISSC),  is  a  cooperative  program  in  which  FDA  State  officials, 
and  the  shellfish  industry  work  to  control  the  quality  and  safety  of  oysters,  clams,  and 
mussels  sold  in  interstate  commerce. 

C.        FDA's  Inspection  Program  Is  Obsolete 

FDA's  current  inspection  program  cannot  ensure  the  safety  of  the  nation's  food 
supply  because  it  is  obsolete,  ineffective  and  inefficient.   First,  the  sheer  size  and 
diversity  of  the  Nation's  food  supply  and  its  increasingly  complex  distribution  system 
overwhelm  FDA's  capacity  to  inspect  food  and  food  facilities  for  compliance.  For 
example,  due  in  part  to  resource  constraints,  FDA  inspects  the  nation's  approximately 
50,000  domestic  food  establishments  (e.g.,  manufacturers,  processors,  and  warehouses), 
on  average,  once  every  eight  years  and  that  number  is  declining.  The  number  of  FDA 
food  safety  inspections  has  been  reduced  by  two-thirds  in  the  past  twelve  years,  from 
20,500  conducted  in  1981  to  about  6,600  in  1993.  Furthermore,  FDA  inspects  less  than 
eight  percent  of  the  over  one  million  entries  of  food  imports  per  year.   Second,  FDA's 
inspections  can  only  determine  the  adequacy  of  conditions  in  a  food  plant  at  the  time  of 
the  inspection  but  not  whether  the  company  regularly  produces  food  in  a  safe  manner. 
Third,  although  FDA  samples  and  tests  food  products  for  contamination,  such  as 
pesticides  and  pathogenic  bacteria  FDA  simply  does  not  have  the  resources  to  inspect, 
sample  and  analyze  more  than  a  very  small  percentage  of  the  food  supply.  Fourth,  such 
an  approach  places  the  burden  on  the  Federal  government  to  ferret  out  problems  rather 
than  on  the  regulated  industry  to  affirmatively  establish  the  safety  of  food  products.  At 
best,  FDA's  inspection  program  can  only  react  to  problems,  it  cannot  prevent  problems. 

To  its  credit,  FDA  has  recognized  the  inherent  limitations  in  its  current  inspection 
program  and  proposed  a  major  new  food  safety  initiative.   Specifically,  on  January  21, 
1994,  FDA  proposed  a  mandatory  Hazard  Analysis  Critical  Control  Point  (HACCP) 
system  to  ensure  the  safety  of  all  seafood.15  HACCP  is  an  approach  that  attempts  to 
identify  and  analyze  likely  hazards  in  a  production  process  and  then  control  these 
hazards  at  critical  points  in  the  process  to  prevent  them  from  occurring.  NAS,  GAO, 
and  many  others  have  urged  FDA  and  USDA  to  adopt  HACCP  approaches  to  better 
ensure  food  safety.  The  comment  period  on  FDA's  proposed  rule  expires  later  this 
month.   Implementation  is  projected  in  1995. 

The  Subcommittee  has  obtained  internal  documents  which  show  that  FDA 
planned  to  issue  an  Advance  Notice  of  Proposed  Rulemaking  to  invite  comments  on 
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extending  HACCP  requirements  to  all  other  food  products  at  the  time  it  issued  the 
proposed  seafood  HACCP  guidelines.  However,  it  appears  that  OMB  recommended 
that  FDA  promulgate  the  seafood  regulations  first  before  extending  the  program  to  other 
food  commodities.   Consequently,  all  other  food  products  (except  low-acid  canned  food 
and  infant  formula)  are  still  subject  to  FDA's  obsolete  inspections. 

Although  HACCP  is  widely  supported  as  an  approach  to  food  safety  assurance, 
some  critics  are  concerned  that  FDA's  proposal  for  seafood  is  only  a  paper  tiger  because 
FDA  will  still  lack  the  resources  to  fully  verify  the  integrity  of  HACCP  plans  at 
individual  facilities,  especially  for  foreign  facilities.  Furthermore,  some  believe  the 
proposal  represents  nothing  more  than  an  industry  honor  system  because  FDA  will  shift 
from  inspecting  products  to  reviewing  a  firm's  paperwork  with  little  knowledge  of  the 
validity  and  integrity  of  the  documents.  FDA  disputes  these  claims.  The  Subcommittee 
has  requested  but  not  yet  received  documents  from  FDA  on  how  it  will  verify  HACCP 
plans  at  individual  facilities  and  its  resource  estimates  for  implementing  the  seafood 
HACCP  proposal. 

In  December,  1993,  FDA  also  published  the  latest  version  of  the  Model  Food 
Code,  designed  to  help  State  and  local  governments  prevent  foodborne  diseases. 
According  to  FDA  the  Model  Food  Code  outlines  the  practices  for  safe  food  handling  at 
the  retail  level. 

D.        Limitations  in  FDA's  Enforcement  Authority 

FDA  GAO,  and  many  others  have  determined  that  FDA  has  less  authority  to 
regulate  foods  than  it  does  for  drugs  and  medical  devices.16  In  particular,  FDA 
generally  cannot 

-  presume  that  food  firms  are  engaged  in  interstate  commerce, 
~  require  food  firms  to  register  with  the  agency, 
~  obtain  access  to  manufacturers'  production  and  distribution  records, 
~  impose  civil  penalties  for  violations,  or 

~  detain  domestic  products  that  violate  food  safety  standards  without  either 
obtaining  a  firm's  voluntary  cooperation  or  a  court  order.17 

The  Vice  President's  National  Performance  Report  suggests  that  the  new  FDA 
envisioned  would  have  additional  authority  in  some  of  these  areas.   Expanding  FDA's 
enforcement  authority  for  foods  has  been  controversial  and  the  subject  of  much 
congressional  debate.  The  Subcommittee  has  requested  the  Congressional  Research 
Service  to  summarize  past  recommendations  and  deliberations  on  this  issue  and  will  be 
releasing  the  report  at  the  hearing. 
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SUBJECT:   Food  Safety  Initiative--ACTI0N 


PURPOSE 

During   the   recent   budget   briefings,    I   mentioned   the  urgent   need 
for  a   comprehensive  Federal  policy  for   food  safety.      This 
memorandum  is    intended   to   explain  that   concept    in  more   detail, 
and   to   readiest   a  briefing  with  you   on  this   subject   as   soon  as 
possible. 

INTRODUCTION 

The   Food  and  Drug  Administration   is   the   lead   food   safety  agency 
within   the   Federal   government,    through   its   enforcement   of   the 
broad   food  safety  provisions   of   the   Food,    Drug,    and  Cosmetic   Act 
of    19  38.1     Although  Theodore  Roosevelt   spurred  passage   of   the 
first    Federal    food   law   in   19061,    that    law  was    "updated"    in   1938 
to    form   the   current    food   statute,    whose   provisions   have   remained 
essentially  unchanged   since   enactment. 

The    food   supply,    however,    has   changed  dramatically   since    1938. 
Food   technology  has   become    "high  tech;"    food  processing 
operations   are    increasingly  large   scale   and  centralized;    and 
market-driven   innovations    in  product    formulation,    processing   and 
packaging  have   vastly   increased  the   sheer  number  of   food  products 
FDA   regulates.      Food  consumption  patterns   are   also   different, 
with,    for  example,    the   great   increase   in  restaurant   consumption. 


'of    count,    there  are   other  significant   agencies   involved   in   food 
safaty--USDA  regulate*  meat    and  poultry,    CDC   carries   out    the   Federal 
government's   epidemiological   surveillance,    EPA  approves  pesticides    for  use   on 
food   crops,    and  the   National  Marine  Fisheries    Services   regulates   seafood   in 
conjunction  with  FDA. 

'The    Pure   Food   and  Drug  Act   created  FDA's    forerunner   in  the  Agriculture 
Department    to   regulate  most    foods;    the   Meat    Inspection  Act   gave   authority  over 
meat    and  poultry  to   another  part   of  OSDA.      FDA  was   given   its   current  name    in 
1930    and  was   transferred  to   HHS '    predecessor   Department    in   1940. 
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Accompanying  these  changes  in  food  processing  and  consumption  has 
been  a  rise  in  foodborne  illnesses,  caused  by  many  factors  (e.g., 
new  pathogens,  changes  in  food  handling,  increased  transport  of 
food  over  long  distances,  environmental  pollution  and  increased 
use  of  chemicals  that  can  contaminate  foods) .   Finally,  unlike  in 
the  pre-World  War  II  era,  many  foods  are  today  imported  from 
other  countries,  whose  food  safety  standards  are  in  some  cases 
inadeciuate  to  ensure  that  foods  are  protected  from  contamination. 

In  the  years  since  the  Act's  enactment,  food  safety  has  been  a 
potent  issue  in  this  country.   In  the  1950s  there  was  great 
public  concern  about  pesticide  and  food  additive  use,  culminating 
in  amendments  to  the  Food,  Drug  and  Cosmetic  Act  authorizing  FDA 
to  set  limit3  on  pesticides  and  to  approve  food  additives  (and 
leading  the  Eisenhower  Administration  to  double  FDA's  staff). 
Publication  in  1962  of  Rachel  Carson's  bestseller  Silent  Spring 
generated  great  consumer  anxiety  about  pesticides,  and  prompted 
the  Kennedy  Administration  to  again  increase  FDA's  size. 

Throughout  the  1970s  and  80s  there  were  periodic  public  scares 
about  food  contaminations.   Many  have  been  "false  alarms''  (such 
as  the  Alar  in  apples  incident)  that  have  obscured  the  very  real 
threats  to  food,  usually  caused  by  microbiological  agents  that 
take  advantage  of  inadequate  quality  control  procedures. 

Despite  the  many  years  of  growth  and  change  in  the  food  supply, 
the  statutory  structure  for  ensuring  food  safety  has  remained 
essentially  unchanged  since  1938.   Over  the  years  piecemeal 
amendments  have  been  made  to  solve  individual  problems,  creating 
a  patchwork  of  statutory  directions.  Me  believe  it  is  now  time 
to  prepare  the  food  supply  for  the  21st  century  by  modernizing 
our  food- safety  legislation  and  the  regulatory  system. 

THE  SCOPB  OF  THE  FOOD  SAFETY  HAZARDS 

The  term  "food  safety"  has  been  used  generically  for  years  to 
cover  a  number  of  problems  related  to  food  and  health.   It 
includes,  for  both  domestically-produced  and  imported  foods, 
issues  such  as  the  following: 

o    Foodborne  biological  hazards  such  as  salmonella  in  eggs, 

Listeria  in  dairy  products,  cholera  in  shellfish,  E.  coli  in 
meat,  and  many  other  pathogens  that  threaten  health; 

o    Chemical  contaminants;  such  as  heavy  metals  and  pesticides 
(both  those  registered  by  EPA  for  agricultural  use  and  ones 
of  public  health  concern  that  are  persistent  environmental 
contaminants,  e.g.,  lead); 

o  _   Natural  contaminants,-  such-as_Aflataxin,_a_carcinoaen_tha£ 

is  often  found  in  grain  and  peanuts; 
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o    Drug  residues  in  animal  products  for  human  consumption,  such 
as  antibiotics  in  milk  or  meat; 

o    New  foods  made  using  biotechnology  that  will  change  the 
nature  of  food  we  consume  in  the  years  ahead; 

o    New  food  components,  such  as  the  "fake  fat"  Olestra  that  we 
are  now  reviewing  for  marketing  approval,  that  will  have 
major  impacts  on  dietary  practices  if  approved. 

o     Improper  consumer  preparation  of  foods,  which  is  the  most 
common  cause  of  foodborne  illness  (such  as  chopping  salad 
ingredients  on  a  cutting  board  after  using  the  board  to 
prepare  raw  chicken) ;  and 

o    New  food  processing  and  packaging  technio^ies  that  will  make 
substantial  contributions  to  food  storage  and  consumer 
convenience,  yet  will  also  challenge  both  the  food  industry 
and  FDA  scientists  to  understand  their  possible  effects  upon 
health  (e.g.,  the  effects  of  microwaving  on  food  packaging). 

THE  COSTS  OF  FAILURE  TO  SOLVE  THE  PROBLEM 

As  well  meaning  as  attempts  in  recent  years  have  been  to  address 
the  food  safety  dilemma,  there  remains  much  room  for  improvement. 
The  public  continues  to  have  high  expectations  for  the 
performance  of  food  safety  regulatory  agencies  and  the  U.S. 
continues  to  face  a  significant  public  health  threat  from 
foodborne  illness.   Witness,  for  example: 

o    CDC  estimates  that  over  9,000  people  die  each  year  from 
foodborne  illness,  caused  principally  by  


microbiological  contamination  (although  least  often 
from  commercially  processed  foods) . 

A  recent  study  by  FDA's  Center  for  Food  Safety  and 
Applied  Nutrition  estimated  that  there  are  at  least  24 
million,  and  perhaps  as  many  as  81  million,  cases  of 
foodborne  illness  per  year. 

The  health  care  costs  associated  with  foodborne  illness 
are  enormous.   One  estimate  of  the  annual  costs 
associated  with  one  common  pathogenic  illness, 
salmonellosis,  is  about  $2  billion,  and  total  costs  of 
foodborne  illnesses  are  probably  well  over  $10  billion 
per  year.' 


^Because  disease  from  foodborne  sources  ia  generally  preventable,  any 
resources  spent  on  prevention-related  research,  surveillance  and  public 
education  would  be  only  a  fraction  of  the  cost  otherwise  borne  by  the  economy 
when  disease  occurs. 
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USDA  is  now  reporting  to  us  about  6,000  cases  each  year 

of  improper  drug  residues  in  meat  and  poultry  (DSDA 

regulates  the  meat;  FDA  regulates  the  use  of  drugs  in 
food-producing  animals) . 

The  safety  of  fish  and  other  seafood  is  increasingly 
questioned  by  consumer  groups  and  Congress,  and  calls 
have  been  made  to  move  seafood  regulation  to  DSDA.  [The 
safety  of  meat  is  also  being  questioned,  and  there  are 
calls  to  transfer  meat  regulation  to  FDA  or  an 
idependent  food  agency.] 

Imports  of  foods  from  other  countries  are  growing 
rapidly,  now  up  to  over  2  million  "entries"  per  year, 
posing  an  ever-increasing  challenge  to  our  ability  to 
ensure  that  those  foods  are  safe  and  wholesome.   In 
fact,  we  can  only  inspect  under  10  percent  of  food 
imports  and,  of  tnose  inspected,  thousands  must  be 
"detained"  as  being  in  violation  of  our  standards. 


o    The  cumulative  effect  of  years  of  exposure  to 
pesticides  and  other  chemical  contaminants  is 
uncertain,  but  public  concern  about  those  food 
contaminants  has  remained  high  for  a  generation. 

0    Hardly  a  month  goes  by  in  which  there  is  not  a "public 
scare  over  the  latest  contaminant  in  food  --  Alar  in 
apples,  aldicarb  in  watermelon,  EDBC  in  flour,  PCBs  in 
fish,  lead  in  ceramicware,  cholera  in  shellfish,  dioxin 
in  food  packaging,  salmonella  in  eggs,  Listeria  in 
cheese,  and  more  (many  of  which  are  not  a  true  health 
problem,  but  are  perceived  as  such  by  the  public) .   The 
H.  Coli  incident  in  Washington  is  only  the  latest^in~a — 
long  series. 

WHAT  IS  NEEDED  TO  SOLVE  THE  PROBLEM 

Years  of  experience  with  foodborne  public  health  threats  and  with 
regulation  of  the  food  supply,  as  well  as  numerous  public  and 
private  reports  on  food  safety,  have  suggested  that  there  are 
additional  steps  that  may  be  appropriate  to  adequately  ensure  the 
safety  of  our  Nation's  food  supply,  including: 

1)   A  Uniform  National  System  of  Food  Safety  Assurance  -  We  need 
to  consider  whether  to  mandate  that  all  segments  of  the  food 
industry  subscribe  to  a  comprehensive  food  safety  assurance 
program  which  would  govern  the  handling,  processing, 
transportation,  and  preparation  of  food;  and  that  would 
focus  on  the  areas  where  we  know  food  is  most  likely  to 
become  contaminated  or  otherwise  threatened  (e.g.,  adequate 
refrigeration  inTiolding  and  shipment;  adequate 
protection  from  chemical  contaminants,  pests,  and  pathogens; 
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adequate    handling   and   cooking  during   processing)  .       If 
implemented,    this    should   comprise   a   coordinated  regulatory 
framework   encompassing   the   states,    HHS,    OSDA,    and  other 
agencies    concerned  about    food  safety. 

2)  Authority   to  Protect    the    Public    -   FDA   lacks  many  of    the 
modern  enforcement   tools    available   to  virtually  all   other 
Federal    regulatory  agencies.      For  example,    the  agency   is   not 
authorized   to  detain   a    contaminated   product,    cannot    require 
food   firms    to  register,    cannot    inspect   the   records    of   a   food 
processor,    and  cannot   order  a  recall   of   a  product   known  to 
pose   a  health  threat. 

3)  Inspection  and   Sampling    -   While   the    food   industry  has    grown 
enormously  in  recent  years,    and   imported   foods  have 
increased   substantially,    FDA's    inspectional   resources   have 
been  reduced.      We  do  not   have   the   resources   to   inspect   many 
food  processing  facilities    regularly    (on  average,    every 
eight   years),    and   inspect    only  a   tiny  fraction  of    imported 
foods . 

4)  Other  Needs    -  There   is   great  need  for  additional   research 
into   the   nature  and  biological   action  of  pathogens,    for 
better   analytical  methods    to  test   for   t-he  presence   of 
chemical    and  biological    contaminants/    and   for  more    training 
for   the    state,    local,    and   Federal   inspectors  who  are   charged 
with   identifying  such  threats. 

THE    FOOD    SAFETY    INITIATIVE 

Despite    the  years   of  public   disagreement   about   how  to  resolve   the 
food  safety  problems,    I  believe   that   the   basis   for  a  new  program 
exists    that   can  have  an  enormously  beneficial    impact  on  health 
with  little   or  no  additional    taxpayer   funding.      Our  current 
thinking   involves   three  principal  elements   to   strengthen  FDA's 
role    in   improving  food  safety.      These   elemerts   can  be  summarized 
as   follows: 

Regulations   to  Ensure  Quality  Control 

We    should  consider  the   need  for  new  regulations   that  would 
require    food  producers,    processors,    transporters   and 
retailers   to  prepare  plans   for  controlling  hazards  within 
their  operations.      If  promulgated,    these   regulations   could 
be  based  on  the  proven  concept  of    "HACCP" --Hazard  Analysis 
Critical   Control   Points--which  focuses  on  critical  points   in 
food  processing  that  might  permit   food  to  become 
contaminated.      The  regulations   could  be   tailored  to   each 
segment   of   industry,    yet   be  national    in  scope  to  ensure 
consistent,    uniform  protection  of— the   food  supply.      We  
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believe  we  could  build  strong  industry  support  for  a 
widespread  HACCP  program.   In  fact,  we  are  working  now  with 
the  National  Fisheries  Institute  (the  industry  trade 
association)  on  a  mandatory  HACCP  program  for  seafood 
processors  that  will  greatly  improve  seafood  safety. 

New  Statutory  Authority  to  Control  Food  Hazards 

We  should  examine  what  new  authorities  are  needed  to  ensure 
safe  food  handling  and  preparation,  for  example: 

to  require  producers  to  register  their  facilities,  so 
that  we  know  by  whom  food  is  being  produced; 

to  authorize  FDA  to  require  that  all  food  producers, 
transporters,  and  retailers  establish  and  maintain  a 
comprehensive  program  to  ensure  the  safety  of  the  foods 
they  handle; 

to  authorize  FDA  to  refuse  entry  to  food  imports  where 

the  food  safety  inspection  system  of  the  originating 
country  is  not  equivalent  to  the  U.S.  system  and  the 
food  handler  has  not  registered  with  FDA,  does  not  have 
a  HACCP  program,  or  has  refused  FDA  access  to  inspect 
the  manufacturing  facility. 

to  permit  an  inspector  to  review  a  food  producer's 
processing  records; 

to  authorize  FDA  inspectors  to  detain  a  suspect  food 
until  its  safety  can  be  determined; 

to  allow  FDA  to  order  the  recall  of  a  food  found  to  be 
hazardous  to  health; 

to  give  FDA  the  flexibility  to  seek  punishment  for 
offenders  short  of  criminal  action,  that  is,  to  impose 
civil  penalties  as  an  intermediate  deterrent; 

to  authorize  the  collection  of  user  fees  for  some  of 
FDA's  food  safety  efforts,  as  described  below. 

Increased  Resources  to  Protect  the  Food  Supply 

The  level  of  effort  to  protect  the  food  supply  has  simply 
not  kept  pace  with  the  increasing  size  and  complexity  of  the 
food  industry  and  food  imports .   Indeed,  as  one  comparison, 
USDA  has  9000  employees  devoted  to  the  inspection  of  meat 
and  poultry,  while  FDA  has  770  for  the  entire  rest  of  the 
food  supply.-  We  need  to  increase  domestic  inspections, 
import  coverage,  and  other  related  activities  such  as  HACCP 
development,  research,  and  methods  development.   We  are  now 
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examining  those  needs  in  detail  so  as  to  arrive  at  estimates 
of  their  likely  costs. 

HOW  CAN  FOOD  SAFETY  IMPROVEMENTS  BB  FUNDED? 

I  am  keenly  aware  of  the  limitations  on  new  funding  for  any 
Federal  program.   However,  I  believe  we  can  develop  a  strategy 
that  accomplishes  our  goals  without  seeking  new  appropriations. 

First,  there  are  areas  of  food  protection  that  are  appropriate 
for  user  fees.   Last  year  the  drug  industry  agreed  to  support 
user  fees  for  increased  FDA  resources  for  drug  reviews.   That 
program  promises  to  significantly  reduce  the  time  it  takes  to  get 
new  therapies  on  the  market.   In  the  food  safety  area,  there  are 
three  sources  of  user  fees  that  I  recommend  we  consider- -import 
examination,  export  certification,  and  establishment 
registration.   Imposing  an  import  fee  merely  requires  that 
foreign  importers  pay  for  FDA  to  ensure  that  their  foods  are  of 
sufficient  quality  to  enter_the_United  States.   Export 
certification  is  a  service  provided  to  American  exporters  that 
provides  a  significant  benefit  to  those  exporters,  by  certifying 
to  foreign  governments  that  an  American  food  export  would  be  of 
acceptable  quality  in  this  country.   Establishment  registration 
is  merely  a  fee  to  register  a  food  processing  facility  with  the 
FDA.   We  believe  all  of  these  fees  can  be  designed  to  generate 
sufficient  funds  without  creating  an  undue  burden  on  food 
production  or  international  trade. 

In  addition  to  funding,  we  may  be  able  to  greatly  enhance  the  use 
of  existing  resources  with  more  modern  inspection  and  enforcement 
powers.   In  addition,  the  states  have  food  safety  programs,  and 
it  should  be  possible  to  design  programs- inr which  Federal  and 
state  officials  ensure  against  duplication  of  effort  while  also 
improving  coverage  of  the  food  supply. 

Finally,  USDA  has  substantial  numbers  of  employees  nationwide 
involved  in  all  aspects  of  food  production  and  marketing- -not 
only  meat  inspection,  but  also  insect  control,  land  management  on 
farms,  grading  of  agricultural  products,  and  other  agriculture 
related  activities.   I  recommend  that  we  approach  Secretary  Espy 
about  factoring  joint  HHS-USDA  food  safety  protections  into  his 
comprehensive  review  of  USDA' a  organization  and  mission.   Indeed, 
we  understand  that  Mr.  Espy  has  meat  and  poultry  safety  high  on 
his  list  of  priorities,  and  intends  to  seek  a  meeting  with  you  to 
discuss  food  safety.   The  Centers  for  Disease  Control  should  be  a 
part  of  any  such  discussions,  as  their  role  in  epidemiological 
surveillance  and  disease  prevention  is  an  important  part  of 
protecting  the  public  from  unsafe  foods. 
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RECOMMENDATION 

I  believe  that  food  safety  reform  is  essential  to  carrying  out 
FDA's  mission  of  protecting  the  food  supply  and  the  public 
health.   It  will  have  the  ancillary  benefits  of  strengthening  the 
integrity  (and  thus  competitiveness)  of  American  agricultural 
exports  and  of  lowering  health  care  costs.   I  recommend  that  we 
brief  you  and  your  senior  staff  on  these  concepts  as  soon  as 
possible,  with  the  goal  of  announcing  a  c_omprehensive 
legislative/regulatory  food  safety  plan  this  spring. 


DECISION 


Schedule   a  briefing  with  FDA  officials   as   soon  as   possible. 
Concur Nonconcur Date 


3avid  A.    Kessler,    M.D. 
rommissioner  of   Food  and  Drugs 
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Acting  ASHJ 
SUBJECT:   Food  Safety  Initiative- -DECISION 

PURPOSE 

During  the  recent  budget  briefings,  I  mentioned  the  urgent  need 
for  a  comprehensive  Federal  policy  for  food  safety.  This 
memorandum  is  intended  to  explain  that  concept  in  more  detail, 
and  to  recommend  that  the  Department  embark  upon  such  an 
initiative  as  soon  as  possible. 

INTRODUCTION 

The  Food  and  Drug  Administration  is  the  lead  food  safety  agency 
within  the  Federal  government,  through  its  enforcement  of  the 
broad  food  safety  provisions  of  the  Food,  Drug,  and  Cosmetic  Act 
of  1938.   Although  Theodore  Roosevelt  spurred  passage  of  the 
first  Federal  food  law  in  1906,  that  law  was  "updated"  in  1938  to 
form  the  current  food  statute,  whose  provisions  have  remained 
essentially  unchanged  since  enactment. 

The  food  supply,  however,  has  changed  dramatically  since  1938. 
Food  technology  has  become  "high  tech;"  food  processing 
operations  are  increasingly  large  scale  and  centralized;  and 
market -driven  innovations  in  product  formulation,  processing  and 
packaging  have  vastly  increased  the  sheer  number  of  food  products 
FDA  regulates.  Food  consumption  patterns  are  also  different, 
with,  for  example,  the  great  Increase  in  restaurant  consumption. 


Of  course,  there  are  other  significant  agenda*  involved  la  food 
safety-  OSCA  regulates  neat  and  poultry,  CDC  carries  out  the  Federal 
government's  epidemiological  surveillance,  BPA  approve*  pesticide*  for  use  on 
food  crops,  and  the  Rational  Marine  Fisheries  Services  overseas  seafood  In 
conjunction  with  PDA. 

The  Pure  Pood  and  Drug  Act  created  PDA's  forerunner  in  the  Agriculture 
Department  to  regulate  most  foods;  the  Meat  Inspection  Act  gave  authority  over 
moat  and  poultry  to  another  part  of  USD  A.   PDA  was  given  its  current  name  In 
1930  and  transferred  to  BBS'  predecessor  department  in  1940. 
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Accompanying  these  changes  in  food  processing  and  consumption  has 
been  a  sias  la  foodborne  illnesses,  caused  by  many  factors  (e.g., 
new  pathogens,  changes  in  food  handling,  increased  transport  of 
food  over  long  distances,  environmental  pollution  and  increased 
use  of  chemicals  that  can  contaminate  foods) .   Finally,  unlike  in 
the  pre-World  War  II  era,  many  foods  are  today  ttpcnrtee  from 
other  countries,  whose  food  safety  standards  are  in  some  cases 
inadequate  to  ensure  that  foods  are  protected  from  contamination. 

In  the  years  since  the  Act's  passage,  food  safety  has  been  a 
potent  issue  in  this  country.   In  the  1950s  there  was  great 
public  concern  about  pesticide  and  food  additive  use,  culminating 
in  amendments  to  the  Food,  Drug  and  Cosmetic  Act  authorizing  FDA 
to  set  limits  on  pesticides  and  to  approve  food  additives  (and 
leading  the  Eisenhower  Administration  to  double  FDA's  staff). 
Publication  in  1962  of  Rachel  Carson's  bestseller  Silent  Spring 
generated  great  consumer  anxiety  about  pesticides,  and  prompted 
the  Kennedy  Administration  to  again  increase  FDA's  size. 

Throughout  the  1970s  and  80s  there  were  periodic  public  scares 
about  food  contaminations.  Many  have  been  "false  alarms"  (such 
as  the  Alar  in  apples  incident)  that  have  obscured  the  very  real 
threats  to  food,  usually  caused  by  microbiological  agents  that 
take  advantage  of  inadequate  quality  control  procedures. 

Despite  the  many  years  of  growth  and  change  in  the  food  supply, 
the  statutory  structure  for  ensuring  food  safety  has  renainad 
essentially  unchanged  since  1931^   Over  the  years  piecemeal 
amendments  have  been  made  to  solve  individual  problems,  creating 
a  patchwork  of  statutory  directions?.  H»  believe  it  is  now  time 
to  prepare  the  food  supply  for  the  21st  century  by  modernizing 
our  food  safety  legislation  and  the  regulatory  system. 

TIB  SCOPB  OF  THE  FOOD  SAFETY  HAZARDS  J 

The  term  "food  safety"  has  been  used  generically  for  years  to 
cover  a  number  of  problems  and  challenges  related  to  food  and 
health.   It  includes,  for  both  domestically -produced  and  imported 
foods,  issues  such  as  the  following: 

o    Foodboraa  biological  hazards  such  as  salmonella  in  eggs, 

Listeria  in  dairy  products,  cholera  in  shellfish,  B.  coli  in 
meat,  and  many  other  pathogens  that  threaten  health; 

o    Chemical  contaminants,  such  as  heavy  metals  and  pesticides 
(both  those  registered  by  EPA  for  agricultural  use  and  ones 
of  public  health  concern  that  are  persistent  environmental 
contaminants,  e.g.,  lead); 

o    Natural  contaminants,  such  as  aflatoxin,  a  carcinogen  that 
is  often  found  in  grain  and  peanuts; 
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o         Wl  miducd  in  animal  products   for  human  consumption,    such 
as  antibiotics  in  milk  or  meat; 

o         tisjpfooas  made  using  juLotmchiv&Qgy  (hat  will  change  the 
nature  of   food  we   consume  in  tire  years  ahead; 

o        aH*  toad  eomponeats,   such  as  the   "fake  fat,"  Olestra,   that 
we  are  now  reviewing  for  marketing  approval,    that  will  have 
major  impacts  on  dietary  practices  if  approved. 

o         IHnum i    consumer  preparation  of   foods,    which  is  the  £ppt* 
riirwiii  in  cause  of  foodborae  iUHJISS*  (such  as  chopping  salad 
ingredients  on  a  cutting  board  after  using  the  board  to 
prepare  raw  chicken) ;   and 

o         mm  food  processing  and  packaging  technique*  tHat  will  make 
substantial  contributions  to  food  storage  and  consumer 
convenience,   yet  will  also  challenge  both  the  food  industry 
and  PDA  scientists  to  understand  their  possible  effects  upon 
health   (e.g.,    the  effects  of  microwaving  on  food  packaging). 

THE  POSTS  Q»  SATLPM  Tft  flflg.CT  THE   PBOftLBM 

As  well  meaning  as  attempts  in  recent  years  have  been  to  address 
the  food  safety  dilemma,    there  remains  much  room  for  improvement. 
The  public  continues  to  have  high  expectations  for  the 
performance  of  food  safety  regulatory  agencies  and  the  U.S. 
continues  to  face  a  significant  public  health  threat  from 
foodborne  illness.     Witness,    for  example: 

o         GDC  estimates   that  over  9,060  people  die  each  year  from 
foodborne  illness,   caused  principally  by  microbiological 
Contamination   (although  least  often  from  commercially 
processed  foods) . 

o         A  recent  study  by  FDA's  Center  for  Food  Safety  and  Applied 
Nutrition  estimated  that  there  are  at  least  24  Billion,    and 
perhaps  as  many  as  81  million,   cases  of  foodborne  illness 
per  year. 

o         The  health  care  costs  associated  with  foodborne  illness  are 
enormous.      One  estimate  of  the  annual  costs  associated  with 
one  common  pathogenic   illness,    salmonellosis,    is  about  $2 
billion,   and  total  costs  of  foodborne  illnesses  are  probably 
well  over  $i0  billion  per  year. 


Because  disease  from  foodborne  sources  is  generally  preventable,    any 
resources   agent  on  prevention-related  research,   surveillance  and  public 
education  would  be  only  a  fraction  of  the  cost  otherwise  borne  by  the  economy 
when  disease  occurs. 
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o  USDA  is  now  reporting  to  us  about  6,000  cases  each  year  of 
improper  drug  residues  in  meat  and  poultry  (USDA  regulates 
.  the  meat;  PDA  regulates  the  use  of  drugs  in  food -producing 
animals) .  This  has  been  exacerbated  by  greater 
concentrations  of  producers  in  recent  years,  which  has  led 
to  sore  extensive  spread  of  disease  and  drug  use  in  herds 
and  flocks. 

o    The  safety  of  fish  and  other  seafood  is  increasingly 

questioned  by  consumer  groups  and  Congress,  and  calls  have 
been  made  to  move  seafood  regulation  to  USDA.  [The  safety  of 
meat  is  also  being  questioned,  and  there  are  calls  to 
transfer  meat  regulation  to  FDA  or  an  independent  food 
agency.]  Also,  nev  drug  residue  concerns  in  seafood  are 
emerging  from  the  rapid  growth  in  aquaculture  (in  which 
farm- raised  fish  are  given  drugs  with  their  feed) . 

o    Imports  of  foods  from  other  countries  are  growing  rapidly, 

now  up  to  over  2  million  "entries"  per  year,  posing  an  ever- 
increasing  challenge  to  our  ability  to  ensure  that  those 
foods  are  safe  and  wholesome.   In  fact,  we  can  only  inspect; 
under  10  percent  of  food  isoports  and,  of  those  inspected, 
thousands  must  be  "detained"  as  being  in  violation  of  our 
standards . 

o    The  cumulative  effect  of  years  of  exposure  to  pesticides  and 
other  chemical  contaminants  is  uncertain,  but  public  concern 
about  those  food  contaminants  has  remained  high  for  a 
generation. 

o    Hardly  a  month  goes  by  in  which  there  is  not  a  public  scare 
over  the  latest  contaminant  in  food  --  Alar  in  apples, 
aldicarb  in  watermelon,  BDBC  in  flour,  PCBs  in  fish,  lead  in 
ceramicware,  cholera  in  shellfish,  dioxin  in  food  packaging, 
salmonella  in  eggs,  Listeria  in  cheese,  and  more  (many  of 
which  are  not  true  health  problems,  but  are  perceived  as 
such  by  the  public)  .   The  B.  coli  incident  in  Washington 
state  is  only  the  latest  in  a  long  series. 

o    There  are  enormous  inefficiencies  in  the  current  food 

protection  system.   For  one  example,  FDA,  USDA,  and  state 
agencies  duplicate  efforts  in  some  areas.   For  another,  FDA 
wastes  resources  attacking  problems  with  antiquated 
enforcement  authority  (for  example,  having  to  go  to  a  U.S. 
Attorney  to  seek  judicial  seizure  of  a  contaminated  food 
when  most  agencies  could  merely  detain  it  administratively)  . 

o    Although  our  principal  concern  should  be  public  health,  you 
should  know  that  the  United  States  has  an  annual  export 
surplus  of  $8  billion,  and  foreign  buyers  are  increasingly 
asking  for  government  "certification"  that  U.S.  foodstuffs 
are  safe. 
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WHAT    IS    NEEDED   TO    SQlf.VK   THE    PROBLEM 

Years  of  experience  with  foodbome  public  health  threats  and  with 
regulation  of  the  food  supply,  as  well  as  numerous  public  and 
private  reports  on  food  safety,  have  suggested  that  there  are 
additional  steps  that  may  be  appropriate  to  adequately  ensure  the 
safety  of  our  Nation's  food  supply,  including: 

1)  A  Uniform  National  fivafcam  of  Pood  Safety  Assurance  -  He  need 
to  design  a  system  under  which  the  food  industry  subscribes 
to  a  comprehensive  food  safety  assurance  program  to  improve 
both  efficiency  and  effectiveness,  which  would  govern  the 
handling,  processing,  transportation,  and  preparation  of 
food,  and  that  would  focus  on  the  areas  where  we  know  food 
is  most  likely  to  become  contaminated  or  otherwise 
threatened  (e.g.,  adequate  refrigeration  in  holding  and 
shipment;  adequate  protection  from  chemical  contaminants, 
pests,  and  pathogens;  and  adequate  handling  and  cooking 
during  processing) .   If  implemented,  this  should  comprise  a 
coordinated  regulatory  framework  encompassing  the  states, 
HHS,  USDA,  and  other  agencies  concerned  about  food  safety. 

2)  Authority  to  Protect  the  Public  -  PDA  lacks  many  of  the 
modern  enforcement  tools  available  to  virtually  all  other 
Federal  regulatory  agencies.   For  example,  the  agency  is  not 
authorized  to  detain  a  contaminated  product,  cannot  require 
food  firms  to  register,  lacks  explicit  authority  to  inspect 
the  records  of  a  food  processor,  and  cannot  order  a  recall 
of  a  product  known  to  pose  a  health  threat. 

3)  Inspection  and  Sampling  -  While  the  food  industry  has  grown 
enormously  in  recent  years,  and  imported  foods  have 
increased  substantially,  FDA's  inspectional  resources  have 
been  reduced,  we  do  not  have  the  resources  to  inspect  many 
food  processing  facilities  regularly  (on  average,  every 
eight  years) ,  and  inspect  only  a  tiny  fraction  of  imported 
foods.  In  addition,  FDA  has  lacked  the  resources  to  take  a 
proactive  role  in  the  growing  internationalization  of  food 
commerce,  to  ensure  that  food  imports  are  safer  at  the 
source . 

4)  Other  Needs  -  There  is  great  need  for  additional  research 
into  the  nature  and  biological  action  of  pathogens,  for 
better  analytical  methods  to  test  for  the  presence  of 
chemical  and  biological  contaminants,  and  for  more  training 
for  the  state,  local,  and  Federal  inspectors  who  are  charged 
with  identifying  such  threats. 
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THB  POOD  SAFETY  TMyTIATIVB 

Despite  the  years  of  public  disagreement  about  how  to  resolve  the 
,  food  safety  problems,  I  believe  that  the  basis  for  a  new  program 
1  exists  that  can  have  an  enormously  beneficial  impact  on  health 
| with  little  or  no  additional  taxpayer  funding.  The  program  would 

•fSSfrolve  three  principal  elements  to  strengthen  FDA's  role  in 

twroving  food  safety.   These  elements  can  be  summarized  as 

follows: 

Regulations'  to  Ensure  Quality  Control 

We  should  promulgate  new  regulations  that  would  require  food 
producers,  processors,  transporters  and  retailers  to  prepare 
plans  for  controlling  hazards  within  their  operations. 
These  regulations  would  be  based  on  the  proven  concept  of 
•HACCP"- -Hazard  Analysis  Critical  Control  Points- -which 
focuses  on  critical  points  in  food  processing  that  might 
permit  food  to  become  contaminated.  The  regulations  could 
be  tailored  to  each  segment  of  industry,  yet  be  national  in 
scope  to  ensure  consistent,  uniform  protection  of  the  food 
supply.  We  believe  we  can  build  strong  industry  support  for 
a  broad  HACCP  program.   In  fact,  we  are  working  now  with  the 
National  Fisheries  Institute  (the  seafood  industry  trade 
association)  on  a  mandatory  HACCP  program  for  seafood 
processors  that  will  greatly  improve  seafood  safety. 

Hew  Statutory  Authority  to  Control  Food  Hazards 

We  should  seek  new  authorities  to  ensure  safe  food  handling 
and  preparation,  for  example: 

to  require  food  producers  and  handlers  to  register 
their  facilities,  so  .hat  we  know  where  food  is  being 
produced  and  held,  and  by  whom; 

to  authorize  FDA  to  require  that  all  food  producers, 
transporters,  and  retailers  establish  and  maintain  a 
comprehensive  program  to  ensure  the  safety  of  the  foods 
they  handle- -thus  enabling  FDA  to  positively  certify 
their  products  for  domestic  and  international  commerce; 

to  authorize  FDA  to  refuse  entry  to  food  imports  where 
the  food  safety  inspection  system  of  the  originating 
country  is  not  equivalent  to  the  U.S.  system  and  the 
food  handler  has  not  registered  with  FDA,  does  not  have 
a  HACCP  program,  or  has  refused  FDA  access  to  inspect 
the  manufacturing  facility; 

to  permit  an  inspector  to  review  a  food  producer's 
processing  records; 
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to  authorize  FDA  inspectors  to  detain  a  suspect  food 
until  its  safety  can  be  determined; 

to  allow  PDA  to  order  the  recall  of  a  food  found  to  be 
hazardous  to  health; 

to  give  PDA  the  flexibility  to  see*  punishment  for 
offenders  short  of  criminal  action,  that  is,  to  impose 
civil  penalties  as  an  intermediate  deterrent;  and 

to  authorize  the  collection  of  user  fees  for  some  of 
PDA's  food  safety  efforts,  as  described  below. 

afflCflM«d  ttaaomre—  fco  Protect  the  Food  Supply 

The  level  of  effort  to  protect  the  food  supply  has  simply 
not  kept  pace  with  the  increasing  size  and  complexity  of  the 
food  industry  and  food  imports.   Indeed,  as  one  comparison, 
USDA  has  9000  employees  devoted  to  the  inspection  of  meat 
and  poultry,  while  PDA  has  770  for  the  entire  rest  of  the 
food  supply.  We  need  to  increase  domestic  inspections, 
import  coverage,  overseas  inspections  and  standard  setting, 
and  other  related  activities  such  as  RACCP  development, 
research,  and  methods  development.  We  are  now  examining 
those  needs  in  detail  so  as  to  arrive  at  estimates  of  their 
likely  costs. 

HOW  CAN  FOOD  SAFETY  IMPROVEMENTS  BE  PUMPED? 

I  am  keenly  aware  of  the  limitations  on  new  funding  for  any 
Federal  program.   However,  I  believe  we  can  develop  a  strategy 
that  accomplishes  our  goals  without  seeking  new  appropriations. 

First,  there  are  areas  of  food  protection  that  are  appropriate 
for  user  fees.  Last  year  the  drug  industry  agreed  to  support 
user  fees  for  increased  FDA  resources  for  drug  reviews.  That 
program  promises  to  significantly  reduce  the  time  it  takes  to  get 
new  therapies  on  the  market.   In  the  food  safety  area,  there  are 
three  sources  of  user  fees  that  I  recommend  we  consider- -import 
examination,  export  certification,  and  establishment 
registration.   Imposing  an  import  fee  merely  requires  that 
foreign  importers  pay  for  FDA  to  ensure  that  their  foods  are  of 
sufficient  quality  to  enter  the  United  States.  Export 
certification  is  a  service  provided  to  American  exporters  that 
provides  a  significant  benefit  to  those  exporters,  by  certifying 
to  foreign  governments  that  an  American  food  export  would  be  of 
acceptable  quality  in  this  country.   Establishment  registration 
fees  would  support  the  costs  of  registering  a  food  processing 
facility  with  the  FDA.  We  believe  all  of  these  fees  can  be 
designed  to  generate  sufficient  funds  without  creating  an  undue 
burden  on  food  production  or  international  trade. 


422 


Page  8  --  The  Secretary 

In  addition  to  funding,  we  may  be  able  to  greatly  enhance  the  use 
oC  existing  resources  with  more  modern  inspection  and  enforcement 
powers.   Also,  the  states  have  food  safety  programs,  and  it 
should  be  possible  to  design  programs  in  which  Federal  and  state 
officials  ensure  against  duplication  of  effort  while  also 
improving  coverage  of  the  food  supply. 

Finally,  USDA  has  substantial  numbers  of  employees  nationwide 
involved  in  all  aspects  of  food  production  and  marks ting- -not 
only  meat  inspection,  but  also  insect  control,  land  management  on 
farms,  grading  of  agricultural  products,  and  other  agriculture 
related  activities.   I  recommend  that  we  approach  Secretary  Espy- 
about  factoring  joint  HHS-USDA  food  safety  protections  into  his 
comprehensive  review  of  USOA's  organization  and  mission,  and  that 
we  explore  ways  of  better  coordinating  HHS'  and  USDA's  food 
safety  activities.   Indeed,  Mr.  Espy  has  said  that  meat  and 
poultry  safety- -using  the  HACCP  principles  we  are  recommending- - 
is  high  on  his  list  of  priorities.  The  Centers  for  Disease 
Control  should  be  a  part  of  any  such  discussions,  as  their  role 
in  epidemiological  surveillance  and  disease  prevention  is  an 
important  part  of  protecting  the  public  from  unsafe  foods. 

RBCX»MBNDATION 

I  believe  that  food  safety  reform  is  essential  to  carrying  out 
FDA's  mission  of  protecting  the  food  supply  and  the  public 
health.   It  will  have  the  ancillary  benefits  of  strengthening  the 
integrity  (and  thus  competitiveness)  of  American  agricultural 
exports  and  of  lowering  health  care  costs.  Accordingly,  I 
recommend  that  you  announce,  in  consultation  with  Secretary  Espy, 
that  the  Administration  will  initiate  a  comprehensive  overhaul  of 
the  food  safety  assurance  program- -a  program  that  will  include 
new  regulations  requiring  quality  assurance  programs  based  on  the 
HACCP  concept,  new  legislation  to  strengthen  FDA's  enforcement 
authorities,  and  statutory  authority  to  assess  user  fees  to  fund 
the  new  food  safety  program. 

Dr.  Lee  and  I  are  available  to  discuss  these  recommendations  with 
you  at  your  convenience. 


ilC-N 


''David  A.    Kessler,   M.D. 
Commissioner  of  Food  and  Drugs 

DBCISION 

Announce  and  implement  a  new  food  safety  initiative  as  proposed, 
Concur Nonconcur         Date 
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NOTE  TO  DR.  LEE 


Phil, 


The  attached  note  relates  to  the  recent  meeting  with  FDA  and  CDC 
staff  on  our  proposal  for  a  food  safety  initiative.  Kevin  promised 
to  get  back  to  us  within  a  couple  of  weeks.  But  I  wanted  to  react 
to  some  of  his  concerns,  thus  this  note.  Principally,  he  was 
concerned  that  FDA  had  enough  on  its  plate  already  and  should  be 
careful  about  launching  major  new  initiatives,  and  that  it  would  be 
difficult  to  find  funding  for  a  significant  new  program.  My 
reaction  is  that  the  initiative  should  be  undertaken  with  whatever 
resources  we  can  muster,  because  it  is  a  priority,  in  my  view,  if 
FDA  is  to  properly  protect  the  food  supply. 

I  understand  that  Kevin  plans  to  discuss  this  in  a  senior  staff 
meeting  tomorrow. 


David  A.  Kessle'r,  M.D. 


Attachment 
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Food  and  Drug  Administration 
Rockville  MO  20857 


May    20,     1993 


NOTE  TO  KEVIN  THURM 
Subject:   Food  Safety 

I  apologize  for  missing  the  recent  meeting  on  food  safety.   Mike 
Taylor  briefed  me  afterwards,  and  I  wanted  to  follow  up  on  some 
of  the  issues  discussed. 

First,  I  strongly  believe  food  safety  should  be  one  of  FDA's 
highest  priorities  in  the  coming  years.   It  is  a  significant 
public  confidence  and  public  health  issue  and  relates  to 
preventing  disease  and  controlling  health  care  costs  (as  billions 
of  dollars  are  now  spent  on  treating  foodborne  illnesses  that  are 
mostly  preventable).   For  these  reasons,  despite  severe  budget 
restraints,  FDA  will  be  requesting  resource  increases  for  food 
safety  for  FY  '95. 

By  publicly  endorsing  food  safety  and  HACCP  as  important  HHS/FDA 
initiatives,  the  Secretary  can  provide  leadership  that  will  have 
immediate  impact,  meet  some  important  external  demands,  and 
greatly  assist  FDA  in  achieving  its  food  safety  goals  —  without 
having  to  invest  a  substantial  amount  of  her  personal  time. 

As  you  know,  at  the  program's  heart  is  the  concept  of  having  food 
manufacturers  develop  quality  control  systems  (the  "HACCP" 
concept) ,  which  enable  them  to  demonstrate  that  food  is  handled, 
processed,  and  transported  safely  —  rather  than  forcing  us  to 
expend  ever  greater  resources  trying  to  chase  down  problems  after 
they  occur.   This  approach  extends  to  the  imported  food  area  as 
well,  where  we've  seen  tremendous  growth  in  imported  "finished" 
products  from  less  developed  countries.   These  imports  pose  risks 
to  U.S.  consumers  that  we  have  great  difficulty  addressing  under 
an  inspection  system  that  physically  examines  only  a  tiny  percent 
of  imported  food  shipments.   Many  of  the  more  sophisticated  U.S. 
companies  already  operate  under  HACCP  principles,  and  the 
international  community  is  moving  swiftly  toward  HACCP.   In  a 
very  real  sense,  the  future  of  food  safety  is  HACCP,  whether  we 
lead  the  effort  or  not. 

We've  had  preliminary  discussions  about  our  ideas  with  USDA, 
industry  and  state  officials,  who  are  enthusiastic  about  its 
potential.   Industry  is  obviously  wary  of  user  fees  and  new  FDA 
enforcement  authorities.   But  everyone  recognizes  that  HACCP  is  a 
concept  whose  "time  has  come"  and  that  implementing  such  a 
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program  is  in  everyone's  interest.   Secretary  Espy  is  committed 
to  making  fundamental  reforms  in  the  inspection  of  meat  and 
poultry  —  using  the  HACCP  concept  —  and  the  Vice  President's 
task  force  on  reinventing  government  considers  that  subject  a 
high  priority. 

Finally,  I  understand  that  you  and  Ken  Apfel  had  concerns  about 
the  budgetary  effects  of  the  initiative  we  outlined  to  you.   It's 
a  valid  question  that  we're  concerned  about  as  well.   The  key 
point  is  that  the  HAACP  concept  itself  is  not  the  budget  issue; 
it  is  the  way  FDA  and  the  industry  must  do  food  safety  if  we  are 
to  be  efficient  and  in  step  with  the  international  state  of  the 
art. 

Food  safety  is  a  budget  issue.   We  are  underfunded  in  relation  to 
the  growing  demands  being  placed  on  the  food  safety  system,  which 
is  why  we  have  requested  increases  for  seafood  HACCP  and  other 
programs  and  will  continue  to  seek  ways  to  increase  resources, 
including  user  fees  where  appropriate  and  politically  feasible. 
But  budget  problems  must  not  stop  us  from  leading  the  transition 
to  HACCP,  which  over  time  will  enable  us  to  make  the  most 
efficient  and  effective  use  of  whatever  food  safety  resources  we 
have.   We  are  not  seeking  any  additional  resources  for  the 
FY  '93-' 94  start  up  activities,  which  we  believe  constitute  the 
best  possible  use  of  our  current  food  safety  resources. 

As  a  next  step,  I  recommend  that  FDA  officials  engage  USDA  more 
formally  in  discussing  a  joint  initiative,  with  the  goal  of 
Secretaries  Shalala  and  Espy  announcing  their  plans  to  lead  a 
reform  of  food  safety  regulation. 


3avid  A.'  Kessler,  M71 
Commissioner  of  Food  and  Drugs 


Claudia  Cooley 
Phil  Lee 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES 


Public  H»iltf>  Swvlc* 


Offica  of  th*  Anlttant  SacrfUry 

torHoWt 
Wnhington  DC  20201 


AUG -6  1993 


TO:  Commissioner  of  Food  and  Drugs 
FROM:  Assistant  Secretary  for  Health 
SUBJECT:   Consideration  of  FDA  Initiatives 


This  follows  our  phone  conversation  last  Thursday,  July  29, 
regarding  your  memo,  jointly  signed  with  Dr.  Cross,  to 
Secretaries  Espy  and  Shalala.   I  appreciate  your  consideration  of 
my  concerns,  both  about  your  nemo  on  food  safety  cooperation  and 
about  your  preparing  and  signing  material  directly  to  the 
Secretary.   I  am  returning  your  July  28  memo  following 
consultation  with  the  Chief  of  Staff  and  the  Secretary  about  its 
appropriateness  and  timing.   Also,  regarding  FDA's  ongoing 
preparation  of  decision  and  information  material  on  the  broad 
spectrum  of  critical  issues,  1   ask  that  you  consult  with  me  in 
advance,  present  work  through  channels  to  me,  and  prepare 
material  for  the  Secretary  either  from  ma  or  through  me. 

I  appreciate  the  enormously  important  mission  of  the  FDA,  the 
high  level  of  expertise  resident  there,  and  the  extreme  pressure 
of  mandated  time  for  regulatory  activity  to  improve  public 
health.   I  have  talked  about  this  matter  with  my  own  staff  and 
staff  in  the  Office  of  the  Secretary,  and  we  are  determined  to  be 
supportive  of  FDA  initiatives  within  the  framework  of 
Administration  policy  and  guidance.   Please  bring  such  issues  to 
my  attention  so  that  I  might  be  maximally  responsive  and 
responsible  as  the  Assistant  Secretary  for  Health. 


Phil 


M.D. 


Attachment 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES 


Public  Health  Service 


Food  tod  Orug  Administration 
RockvUle  MP  20867 


JUL  £8  1993 


Memorandum 


To: 


Sub  j  ect : 


SBCRBTARY  OP  AGRICUt-TORS 

SBCRBTARY  OF  HEALTH  AND  HOKAN  SBRVICB8 

Pood  Safety  Cooperation 


As  you  know,  recent  incidents  of  foodborne  illness  have  raised  public 
concerns  about  the  safety  of  the  nation's  food.   Our  respective  departments 
have  been  considering  hov  we  can  improve  our  food  inspection  programs  to 
better  assure  that  food  marketed  in  the  United  States  is  safe  and  wholesome 
and  to  raise  public  confidence  in  our  regulatory  system. 

Ve  have  each  determined  that  a  major  key  to  improving  food  inspection 
and  bolstering  public  confidence  in  the  food  supply  is  to  require  that  food 
producers  establish  systems  of  preventive  controls,  known  as  "HACCP*  (Hazard 
Analysis  and  Critical  Control  Points) .  Under  HACCP,  companies  are  responsible 
for  producing  their  food  products  using  an  effective  system  of  food  safety 
controls.  The  government  inspectors  verify  that  the  systems  food  producers 
have  in  place  are  adequately  designed  and  functioning  effectively,  and  they 
use  the  information  produced  by  the  systems  to  obtain  a  larger  picture  of  the 
plant's  operations  than  they  can  obtain  under  the  current  system  of 
inspection. 

The  HACCP  concept  is  already  being  widely  adopted  internationally  and 
has  become  the  'state  of  the  art*  technique  for  controlling  foodbome  hazards. 
Adopting  it  here  will  not  only  provide  greater  assurance  of  safety,  it  will 
make  our  products  more  competitive  internationally  and  make  more  efficient  use 
of  our  scarce  food  regulatory  resources. 

Both  our  agencies  have  been  working  on  proposed  regulations  that  would 
institute  HACCP  controls  in  the  food  industry  over  time.   PDA's  first  step,  a 
seafood  rule,  is  in  final  HHS  review;  the  PSIS  rule  for  all  meat  and  poultry 
will  be  completed  in  August.  Our  proposals  are  substantively  consistent,  and 
together,  they  represent  a  major  advance  in  food  safety.  They  also 
demonstrate  that  the  Clinton  Administration  is  working  effectively  to  address 
an  important  public  health  issue. 

The  PDA  and  PSIS  staff  have  been  discussing  the  details  of  our  plans 
over  the  past  few  weeks,  and  we  are  planning  to  jointly  brief  OWE  no  later 
than  mid-August.   In  anticipation  of  OMB  approval  soon  thereafter,  we  would 
like  to  propose  that  you  convene  a  press  conference  as  soon  after  Labor  Day  as 
possible  to  jointly  announce  publication  of  the  new  regulations  as  a  major 
Administration  initiative  and  an  example  of  how  OSDA  and  HHS  will  be  working 
together  in  the  food  safety  arena.  We  expect  that  such  an  announcement  will 
be  well  received  by  both  consumer  groups  and  the  food  industry. 


W> 


M<s£~e. 


Drugs 


H.   Russell  Cross,   Ph.D. 
Administrator,   Pood  Safety 
and  Inspection  Service,   usda 


TIL 
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DEPARTMENTS?  HEALTH  ft  HUMAN  SERVICES  Office  of  the  Secretary 


Wuhington.  D  C     20201 


AUG  I  3  I993 


MEMORANDUM  TO  THE  EXECUTIVE  PgCBgTARIftT 

Attn: Joni  Cunningham      t 

gUBJBCT:  Proposed  PDA  Seafood  Safety  Regulation 

We  have  reviewed  the  memorandum  from  Dr.  Kessler  of  August  13  as 
to  how  FDA  can  implement  the  seafood  safety  regulation  within 
existing  resources.  While  we  still  believe  there  is  a  need  to 
develop 9belte7resource  estimates  for  the  out-years,  we  concur  on 
forwarding  the  proposed  regulation  to  OMB. 

Attachment 
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DEPARTMENT  OF  HEALTH  *  HUMAN  SERVICES  Public  Health  s«rv„ 

Food  ind  Drug  Administration 
Rockville  MO  20657 

August  13,  1993 
MPPRANDUM  TO  KENNETH  APPKT. 

TSJOfi:  Commissioner  of  Food  and  Drugs 

•UBJBCT:   Resources  to  Implement  FDA's  Seafood  Regulation 

As  I  discussed  with  you  yesterday,  we  nave  been  planning  for 
implementation  of  the  seafood  regulation  based  on  various  funding 
scenarios.  This  memorandum  is  intended  to  confirm  our 
conversation,  in  which  I  detailed  how  we  can  put  the  regulation 
in  place  with  existing  resources  (i.e,  in  the  absence  of 
additional  resources  to  maintain  or  increase  our  current  level  of 
inspection) . 

There  are  many  activities  that  must  be  accomplished  over  the  next 
few  years  as  the  regulation  comes  into  effect.  Two  of  those 
activities- -inspection  of  seafood  processors  and  training  of  FDA 
inspectors  to  conduct  HACCP  inspections- -must  be  carried  out  by 
FDA  employees.  As  I  told  you  on  the  telephone,  we  currently 
expend  about  40  FTEs  directly  for  domestic  seafood  inspections, 
which  take  on  average  about  22  hours  to  perform.   That  level  of 
effort  permits  us  to  inspect  high  risk  seafood  firms  about  once  a 
year  and  lower  risk  firms  once  every  3.5  years. 

Under  the  new  HACCP  regulations,  there  will  be  a  start-up  period 
during  which  we  will  be  transitioning  to  a  different  kind  of 
inspection,  and  those  initial  inspections  will  take  longer  than 
our  current  inspections.   Thus,  without  additional  inspection 
resources,  we  would  stretch  out  our  inspection  schedule  by 
inspecting  each  plant  less  frequently,  but  still  focusing  the 
most  attention  on  the  highest  risk  firms.  This  is  acceptable 
because  the  implementation  of  HACCP  will  greatly  improve  the 
ability  of  seafood  processors  to  reduce  health  risks,  and  our 
inspections  will  give  us  a  much  more  meaningful  view  of  each 
processor's  ability  to  ensure  quality  control.  As  we  get  HACCP 
implemented  over  the  first  3  years,  we  believe  inspections  will 
drop  closer  in  length  to  current  inspections,  enabling  us  to 
return  to  the  same  inspection  intervals  that  we  now  have. 

We  oust  recognize,  however,  that  FDA  has  been  under  great 
criticism  from  Congress  and  consumer  groups  about  our  inspection 
intervals  for  seafood  and  for  all  other  foods.  Whether  we  carry 
out  Inspections  as  we  currently  do,  or  transition  to  a  HACCP- 
based  inspection  system,  the  need  for  resources  to  increase  our 
inspect ional  coverage  will  remain  an  issue.  Thus,  irrespective 
of  HACCP,  we  will  continue  to  seek  ways  for  increasing  the 
resources  for  food  safety. 
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The  other  mandatory  activity  for  FDA's  transition  to  HACCP  is 
training  FDA  inspectors  in  HACCP  principles.   However,  we  have 
already  begun  such  training  and  believe  that  the  three  year 
interval  between  now  and  the  time  HACCP  inspections  are  likely  to 
begin  gives  us  sufficient  time  to  phase  that  training  in  within 
our  existing  training  budget. 

Other  activities  that  must  be  conducted  to  implement  HACCP 
include  hazard  analysis,  training  of  manufacturer  employees,  and 
standard  setting.   We  believe  there  are  substantial  opportunities 
to  have  the  burden  of  those  efforts  carried  by  the  private  sector 
or  shared  with  us  in  cooperative  arrangements. 

I  hope  this  answers  your  questions  about  this  important 
regulation.   I  will  be  available  for  further  discussion  if 
necessary. 


• 


432 


DEPARTMENT  OF  HEALTH  *  HUMAN  SERVICES  Office  of  tt»  Sacftury 

W»»hington.  DC    20201 

AJG  -2  I993 


Attn;   Joai  Cunningham 


IBCBETARI1 


FROM:      K*an*tii  8.  Apfel 

assistant  ••cretsiry  for  management  and  Budget 

•UBJSCT:  Proposed  Bui*  Establishing  Procedures  for  th*  Safe 
Processing  and  Importing  of  Seafood 

He  have  reviewed  the  draft  proposed  rule  which  would  establish 
procedures  for  regulating  seafood  along  the  Hazard  Analysis 
Critical  Control  Point  (HACCP)  principles.   While  on  a  conceptual 
basis  HACCP  appears  to  be  a  well  thought  out  regulatory  approach, 
we  are  concerned  about  the  lack  of  information  and  analysis 
concerning  the  cost  to  FDA  of  implementing  HACCP.   Prior  to 
concurring  with  this  regulation,  we  would  like  the  opportunity  to 
review  the  resource  requirements  (dollar  and  full-time- 
equivalent)  necessary  for  FDA  to  implement  this  regulation  over 
the  next  5  years.   In  addressing  this  question,  we  would  like  the 
FDA  to  identify  or  project  the  number  of  inspections  anticipated 
•ach  year  over  the  next  three  years,  comparing  this  to  the 
inspection  levels  over  the  past  three  years.   The  response  should 
also  include  a  discussion  of  the  extent  and  source  of  required 
reallocation  necessary  to  finance  this  initiative  in  FY  1994  and 
FY  1995. 

In  addition,  it  is  our  understanding  that  the  National 
Performance  Review  is  considering  recommending  a  HACCP  approach 
for  regulating  foods  and  requiring  user  fees  be  collected  to 
cover  the  costs  of  reviewing  the  HACCP  plans.   In  view  of  this 
specific  proposal,  FDA  should  also  discuss  the  merits  of  funding 
this  HACCP  proposal  through  user  fees. 


C#- 
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DEPARTMENT  Of  HEALTH  *  HUMAN  SERVICES  Public  H..nh  Un** 


Oinc*  of  tho  Amwtkm  S*crtury 

for  H««Kh 
WasNngton  DC  20201 


SEP2    G08 


TO:     The  Secretary 

Through:         DS  

COS 

ES  

FROM:       Assistant  Secretary  for  Health 

SUBJECT:      FDA  Food  Safety  Initiatives  and  Proposed  Rule  for  Seafood  HACCP;  Friday, 
September  3,  1993  at  2:15  p.ra.-BRIEFING 

PARTICIPANTS 

HHS  Officials 

Walter  Broadnax.  Deputy  Secretary 

Kevin  Thurra,  COS 

Joni  Cunningham,  OS  Executive  Secretariat 

Harriet  Rabb.  GC 

Avis  LaVelle.  ASPA 

Ken  Apfel,  ASMB 

David  Ellwood.  ASPE 

Jerry  Klepner,  ASL 

Philip  Lee,  ASH 

FDA  Officials 

David  A.  Kessler,  Commissioner 

Michael  Taylor.  Deputy  Commissioner  for  Policy 

Mitch  Zeller.  Special  Assistant  for  Policy 

BACKGROUND 

FDA  is  the  lead  food  safety  agency  within  the  Federal  government,  largely  through  its 
enforcement  of  the  food  safety  provisions  of  the  Food,  Drug,  and  Cosmetic  Act  of  1938.  The 
Act's  food  safety  provisions  have  remained  essentially  unchanged,  but  the  food  supply  has 
changed  dramatically  between  the  time  of  the  Act's  passage  and  today.  Accompanying 
changes  in  food  processing  and  consumption  has  been  a  rise  in  food  borne  illnesses,  caused 
by  many  factors  (e^,  new  pathogens,  changes  in  food  handling,  increased  transport  of  food 
over  long  distances,  environmental  pollution).   FDA  has  identified  on  urgent  need  for  a  new 
comprehensive  Federal  policy  for  food  safety,  in  keeping  with  proven  concepts  of  Hazard 
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Page  2  -  The  Secretary 

Analysis  Critical  Control  Point  (HACCP)  principles.    A  HACCP  system  involves  preventive 
controls  to  keep  hazards  from  occurring.   It  is  the  most  effective  and  efficient  way  to  ensure 
that  these  products  are  produced  under  preventive  controls  that  ensure  safety  by  design. 
HACCP  has  been  endorsed  by  the  international  Committee  on  Food  Hygiene  of  the  Codex 
Alimentarius  Commission,  and  food  safety  groups  (e.g.,  National  Academy  on 
Microbiological  Criteria  for  Foods,  and  the  National  Academy  of  Sciences). 

[SSUES  OF  CONCERN 

There  is  broad  support  in  the  food  industry  and  in  Congress  for  moving  forward  with  HACCP 
as  the  basis  for  producing  safe  food  and  making  the  best  use  of  FDA's  and  USDA's 
inspectional  resources.    USDA  is  moving  its  own  HACCP  for  meat  and  poultry,  and  prompt 
action  on  FDA's  seafood  rule  is  necessary  so  that  FDA  can  maintain  its  leadership  role  and 
the  Administration's  food  safety  efforts  can  be  coordinated. 

Additionally,  with  respect  to  seafood,  the  European  Community  (E.C.)  has  already  begun  to 
demand  certification  of  seafood,  and  is  phasing  in  a  requirement  that  seafood  be  processed 
under  HACCP  plans.    If  HACCP  for  this  industry  is  not  implemented.  U.S.  manufacturers 
may  be  unable  to  ship  their  seafood  to  the  E.C,  and  would  lose  a  multi-million  dollar  market. 

DISCUSSION 

FDA  is  prepared  to  develop  new  regulations  that  would  require  the  food  industry  to  prepare 
plans  for  controlling  hazards  within  its  operations.   The  regulations  would  be  based  on  the 
proven  concept  of  HACCP,  which  focuses  oversight  on  critical  points  in  food  handling  that 
might  permit  food  to  become  unsafe.  The  rules  would  be  national  in  scope  to  ensure 
consistent,  uniform  protection  of  the  food  supply. 

Under  the  current  regulatory  system,  FDA's  inspection  and  surveillance  strategy  verifies  the 
industry's  knowledge  of  hazards  and  preventive  control  measures  largely  by  inference,  Lr., 
whether  a  company's  products  are  adulterated  as  determined  by  FDA  sampling  and  analysis, 
or  whether  conditions  in  a  plant  during  inspection  are  consistent  with  good  manufacturing 
practice.   Consequently,  the  burden  is  on  FDA  to  prove  that  a  problem  exists,  rather  than  on  a 
firm  to  establish  for  itself,  for  the  regulator,  and  for  consumers,  that  it  understands  the 
hazards  and  has  adequate  controls  in  place  to  ensure  safety.   The  system  places  a  significant 
burden  on  the  government  to  uncover  problems,  without  fostering  or  promoting  industry 
responsibility.   It  lacks  preventive  controls  that  ensure  safety  by  design. 

If  the  HACCP  system  is  adopted,  FDA  will  monitor  the  adequacy  of  HACCP  controls  as  part 
of  its  program  of  mandatory  inspections  and  import  examinations.  This  review  will  be  more 
comprehensive  than  the  review  provided  for  by  current  inspections.   FDA  will  be  able  to 
impose  sanctions  if  a  rum's  preventive  controls  are  inadequate. 
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A  key  feature  of  the  HACCP  system  is  recordkeeping.   A  firm  operating  under  HACCP  must 
monitor  its  preventive  controls,  document  the  results,  and  moke  those  monitoring  records 
available  to  inspectors.   FDA  currently  does  not  have  mandatory  access  to  »  firm's  safety 
monitoring  records.   Through  these  records,  inspectors  can  view  the  critical  functions  of  the 
operation  since  the  last  inspection.  They  can  determine  whether  the  firm  is  practicing  safety 
by  design.   They  can  spot  trends  that  could  lead  to  safety  problems  in  the  future  if  not 
corrected  and  can  determine  how  well  the  firm  has  responded  to  problems. 

Seafood's  place  in  FDA's  food  safety  program  plana  -  FDA  has  chosen  seafood  for  its  first 
HACCP  proposal.  Consumers,  Congress  and  others  have  been  pursuing  significant 
improvements  in  the  regulation  of  seafood,  as  reflected  by  HACCP,  since  the  1980s.  The 
application  of  HACCP  to  seafood  is  at  an  advanced  stage  of  development,  relative  to  other 
foods  that  FDA  regulates. 

Ensuring  the  safety  of  seafood  presents  special  challenges  to  both  the  Industry  that  produces  it 
and  to  FDA.   Unlike  beef  and  poultry,  seafood  is  still  predominantly  a  wild  caught  flesh  food 
that  is  exposed  to  a  wide  variety  of  environmental  hazards  before  capture.   It  must  be 
harvested  under  frequently  difficult  conditions  and  at  varying  distances  -•  often  quite 
significant  -  from  processing,  transport,  and  retail  facilities.   These  conditions,  distances,  and 
duration  of  fishing  trips  can  tax  any  system  of  controls  designed  to  assure  safety. 

The  seasonal  nature  of  the  industry  can  affect  worker  skills  and  practices  relating  to  safety, 
while  the  older  facilities  and  equipment  that  are  used  by  much  of  the  industry  can  be  difficult 
to  maintain  in  terms  of  adequate  sanitation  and  proper  processing  and  storage  temperatures. 
It  is  of  utmost  importance,  therefore,  that  those  who  handle  and  process  seafood 
commercially,  including  importers,  understand  the  hazards  associated  with  this  type  of  food 
and  keep  these  hazards  from  occurring  through  a  system  of  preventive  controls,  routinely 
applied. 

I  have  reviewed  and  approved  the  proposal  for  seafood  and  the  document  is  now  awaiting 
your  review  and  approval  (See  Decision  Memorandum  at  Tab  A).   Some  revisions  have 
already  been  implemented  in  response  to  concerns  raised  by  ASPE.  and  FDA  is  revising  and 
completing  its  economic  evaluation.  We  look  forward  to  discussing  the  proposal  with  you  in 
more  detail  at  the  briefing. 


Philip  1 


Philip  R.  Lee,  M.D. 


Attachment 

Tab  A  -  Decision  Memorandum:  Seafood  Proposed  Rule 
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docname:seafdbr2.aec 

drafted:  AChamblee:HF-40:8/3 1/93 

revised:ABach:HF-40:9/l/93 

reviewed/cleared:  by  JRiggins  September  I.  1993 

MTaylorSeptember  I,  1993 

FShank/EElliottiSeptembcr  I,  1993 
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DWABTM1NT  Or  HEALTH  a  HUMAN  JERVKM 


rvt>«g  rmonn  +w  •<*• 


F*ocJ  mtf  Crufl  A<Jrr**trt*n 

July  a,  im  ""**• M0  ,M■, 


fOtMORAWPPK 

T0«      The  Secretary 
Through i 


FROM:    Commissioner  of  Pooo~and  Drugs 


SOTJBCTj  Proposed  Rule  Establishing  Procedure*  for  the  Safe 
Proceta In?  and  Importing  of  Seafood  •  DBCISIOS 

fiACKGROUNP 

I  am  submitting  for  your  approval  proposed  regulations,  attached, 
to  establish  procedures  for  the  safe  processing  and  Importing  of 
fish  and  fishery  products  In  keeping  vith  Hazard  Analysis 
Critical  Control  Point    (HACCP)   principles.     A  HACCP  system 
involves  preventive  controls  to  keep  hazards  from  occurring,     it 
is  the  most  effective  and  efficient  way  to  ensure  that  these 
products  are  safe. 

HACCP  was  first  applied  to  food  safety  by  the  PillsburyCcoqpany 
in  the  early  1960's  to  develop  a  cafe  food  for  astronauts.     Since 
then,   it  has  been  recognized  and  adapted  throughout  the  developed 
world.     The  European  Comnunity  and  major  seafood  exporting 
cations  such  as  Canada,  Australia,  Iceland,  and  Rev  Zealand  are 
moving  toward,   or  already  have,   HACCP  systems  In  place  for 
seafood. 

•pre  CHALLKNGB  OF  S8AF00P 

Ensuring  the  safety  of  seafood  presents  special  challenges  to 
both  the  Industry  that  produces  it  and  to  FDA.     Seafood 
encoopasses  over  3S0  edible  species  from  a  wide  range  of 
habitats.     These  habitats  all  hava  a  bearing  on  the  types  of 
microorganisms,   toxins,  parasites,  chemicals,  and  other  potential 
hazards  to  which  fish  are  exposed  that  can  affect  human  food 
safety.     Over  SS%  of  seafood  consumed  in  the  0.0.  is  Imported 
frca  135  countries. 

Unlike  beef  and  poultry,   seafood  is  still  predominately  a  wild- 
caught  flesh  food  that  must  be  harvested  under  frequently 
difficult  conditions  and  at  varying  distances  ••  often  quite 
significant  ••  from  processing,  transport,  and  retail  facilities. 


13  033  JO 


438 


Tbs   Secretary  -•   Page  a 


These  condition*,   distance*,   and  duration  of  fiahiog  trip*  can 
tax  any  system  of  control*  designed  to  assure  safety  and  prevent 
spoilage.     In  addition,   several  hundred  vessel*  are  seagoing 
processing  factories,  many  of  wnich  operate  in  reacts  water*. 

The.  seasonal  nature  of  the  industry  can  affect  worker  skills  and 
practices  relating  to  safety,   while  the  older  facilities  and 
edulpment  that  are  used  by  much  of  the  Industry  can  be  difficult 
to  maintain  in  terms  of  adequate  sanitation  and  proper  processing 
sod  storage  temperatures. 

Although  the  National  Academy  of  Sciences  concluded  la  1991  that 
coomercial  seafood  is  generally  safe,  illnesses  do  occur.  It  is 
of  utmost  importance,   therefore,  that  those  who  handle  and 

E  recess  seafood  ccernercially,   including  importers,  understand  tha 
azards  associated  with  this  type  of  food,  know  which  hazards  are 
associated  with  the  types  of  products  with  which  they  ere 
involved,  and  keep  these  hazards  from  occurring  through  a  eye  ten 
of  preventive  controls,    routinely  applied. 

ADEQUACY  07  TOT   CORfiBNT   RBCTTIATOBV  ftYfiTEM 

The  current  regulatory  system,  which  was  developed  for  the 
general  food  supply,   is  not  well  suited  for  the  seafood  industry. 
FDA's  current  inspection  and  surveillance  strategy  verifies  the 
Industry's  knowledge  of  hazards  and  preventive  control  measures 
largely  by  inference,   i.e.,  whether  a  company's  products  are 
adulterated  as  determined  by  FDA  sampling  and  analysis,   or 
whether  conditions  in  a  plant  during  inspection  are  consistent 
with  good  manufacturing  practice.     Consequently,   the  burden  is 
now  on  the  agency  to  prove  that  a  problem  exists,  rather  than  on 
a  firm  to  establish  for  itself,  for  the  regulator,  and  for 
consumers,   that  it  understands  the  hazards  and  has  adequate 
controls  in  place  to  ensure  eafety. 

An  FDA  survey  of  certain  high  risk  seafood  processing  operations 
reveal*  that  the  industry  does  not  always  operate  on  the  basis  of 
preventive  controls.     For  example,  significant  percentages  of 
firms  surveyed  did  not  know  whether  their  pasteurization 

Processes  were  adequate  to  destroy  pathogens;  did  not  monitor 
nteraal  product  temperature;  did  not  have  accurate  thermometers; 
and  did  not  know  the  result*  of  their  own  sanitation  efforts. 
This  survey  is  described  in  greater  detail  in  ths  preamble  to  the 
proposed  regulation. 

Moreover,  the  current  system  of  intermittent  inspection  provides 
FPA  with  only  a  •snapshot"  of  conditions  at  a  facility  at  the 
moment  of  the  inspection.     The  agency  must  make,  assumptions  about 
conditions  before  and  after  that  inspection  on  the  basis  of  the 
■snapshot*,  as  well  as  about  important  factors  beyond  the 
facility  that  have  a  bearing  on  the  safety  of  the  finished 
product.     The  reliability  of  these  assumptions  over  the  intervals 
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between  inspection*  create*  question*  about  th*  adaquacy  of  the 
system,   a*  demonst rated  by  tha  11  congressional  hearing*  ea 
seafood  safety  sine*  190*. 

similar  consideration*  apply  to  imports.      PDA  can  physically 
examine  less  than  5  percent  of  seafood  lots  offered  for  entry 
into  this  country.     Th*  resources  that  would  be  needed  for  PDA  to 
physically  examine  a  statistically  significant  number  of  lots 
would  be  staggering,     while  many  Importers  are  conscientious 
about  the  safety  and  quality  of  the  products  that  they  iaport, 
others  have  little  understanding  of  potential  hazard*.    The 
system  places  a  significant  burden  on  the  government  to  uncover 
problems  without  fostering  or  promoting  industry  responsibility, 
ic  lacks  preventive  controls  that  ensure  safety  by  design. 

Tyw.   jfACCP  SYSTEM 

Our  new  regulation  would  require  that  seafood  processors  and 
Importers  put  in  place  a  structured  program  of  preventive 
controls   (i.e.,  HACCF)   to  ensure  the  safety  of  seafood  sold 
commercially  in  the  United  States  and  exported  abroad. 

If   the  proposal  is  adopted,   FDA  will  review  the  adequacy  of  HACCF 
controls  as  part  of  its  program  of  mandatory  inspections  and 
Import  examinations.     This  review  will  be  in  addition  to,  not  as 
a  replacement  for,  comprehensive  inspections.     FDA  will  be  able 
to  Impose  sanctions  if  the  firm's  preventive  controls  are 
inadequate. 

A  key  feature  of  the  HACCF  system  is  recordkeeping.    A  firm 
operating  under  HACCF  must  monitor  its  preventive  controls  and 
document  the  results.     A  firm  that  is  subject  to  a  HACCF-based 
inspection  by  PDA  must  make  those  monitoring  records  available  to 
inspectors.     Through  these  records,   inspectors  can  view  the 
critical  functions  of  the  operation  since  the  last  inspection. 
They  can  determine  whether  the  firm  is  practicing  safety  by 
design.     They  can  spot  trends  that  could  lead  to  safety  problems 
In  the  future  if  not  corrected  and  can  determine  how  veil  th* 
firm  has  responded  to  problems.     All  foreign  processors  that 
export  to  the  U.S.  will  be  required  to  operate  under  HACCF 
systems,     Inyorters  will  be  required  to  possess  HACCF  plans  from 
their  foreign  suppliers. 

ECONOMIC  IHPMCATTOKS 

Although  ve  lack  the  data  at  this  time  to  conduct  a  definitive 
economic  assessment  of  the  costs  of  this  rule,  our  assessment  at 
this  time  is  that  the  regulation  will  cost  no  more  than  $82 
million  the  first  year  and  $60  million  in  succeeding  years.    Our 
preliminary  benefit  assessment  has  estimated  that  benefits  of  the 
rule  will  greatly  exceed  costs. 
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Option*  not  selected  were.     (1)  continuation  of  the  current 
approach  at  present  funding  level*;   (3)  continuation  of  the 
current  approach  but  at  much  higher  funding  levels  that  permit 
more)  frequent  inspect  lone  and  the  taxing  of  many  nora  samples* 
(3)   adopting  the  continuous ,   inspector- in* every >plant  approach 
now  operated  for  beef  and  poultry  by  The  0.9.  Department  of 
Agriculture  (TODA). 

Continuing  the  current  approach  at  today1*  funding  level*  suffer* 
from  the  problem*  already  discussed.    Continuing  the  current 
approach  but  at  much  higher  funding  level*  would  represent  an 
attempt  to  overcome  the  inefficiencies  la  the  current  system 
through  spending.     Theoretically,  this  could  be  done,  but  the 
drain  on  scarce  public  health  resources  would  be  significant* 
The  option  of  continuous  visual  inspection  would  be  even  more 
expensive  and  would  be  highly  misdirected  as  well,  because  most 
seafood  hazards  cannot  be  detected  through  continuous  visual 
observation  of  fish  on  an  assembly  line.     None  of  these 
approaches,  moreover,   requires  that  the  seafood  industry 
demonstrate  that  it  understands  the  hazards  and  is  controlling 
them  as  a  matter  of  design. 

By  contrast,   the  EACCP  option  need  not  require  the  expenditure  of 
significant  additional  public  health  resources.     FDA  can  review  a 
firm's  HACCP  control  in  the  frequency  of  inspections.     Actually, 
inspections  as  part  of  the  current  inspection  regime  without  any 
increase  of  firms  operating  under  HACCP  may  take  the  agency 
longer  per  inspection,  at  least  In  the  short  run,  so  the 
frequency  of  inspections  might  decrease  slightly.     However,  the 
impact  of  each  inspection  will  be  significantly  Increased.     This 
la  the  conclusion  that  the  Canadians  reached  when  they  switched 
their  regulatory  program  for  seafood  to  HACCP. 

CONSBOUENcaa  OP  disapproval 

There  are  several  consequences  of  disapproval.     First,  complete 
consumer  confidence  in  seafood  will  never  be  achieved  under  the 
current  system.     Zt  does  not  exist  now  and  will  likely  erode 
further  should  beef  and  poultry  be  brought  under  a  HACCP  systea  - 
-   as  OSOA  is  currently  working  to  do  ••  but  seafood  is  not. 
Second,   failure  on  our  part  to  establish  a  HACCP  program 
administratively  would  likely  lead  to  renewed  congressional 
action  to  enact  seafood  legislation  to  move  the  seafood  program 
out  of  HHS. 

-pCPBCTATIOMS  .^ 

The  national  Academy  of  Sciences  advocated  the  application  of 
HACCP  to  seafood  processing  in  its  1991  report  on  seafood  safety. 

Consumer  groups  nave  supported  seafood  legislation  that  would 
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have  authorised  mandatory,  HACCP-baied  Impaction  systems  for 
seafood.  Significant  elements  of  the  domeatic  seafood  industry 
are  urging  tns  Federal  government  to  institute  a  mandatory, 
HACCP- based  inspection  program. 

EES5HOC 

Am  regulation  of  the  food  supply  needs  to  be  placed  on  a  more 
rational  footing.  Xmmedlats  action  on  these  regulation*  will 
enhance  the  Secretary's  ability  to  assert  leadership  with  regard 
to  seafood  safety  and  food  safety  generally.  These  regulations 
are  intended  to  be  the  vanguard  for  •  larger  BBS  food  safety 
initiative,  part  of  which  will  involve  the  application  of  haccp 
controls  to  other  foods. 

Z  have  signed  the  subject  proposed  rule.  X  recommend  that  you 
sign  this  proposal  and  approve  its  publication  in  the  federal 
K<yglster.   if  you  have  any  questions,  I  would  be  happy  to  meet 

-  -    yA  (a  «*. 

(  David  A.  Keseler,  M.D. 

Attachment 
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NOTE  TO  BOB  RICKARO: 

The  COS  has  requested  a  big  picture  briefing  on  food  safety  before 
forwarding  the  seafood  regulation  to  the  Secretary  for  signature. 
Since  tiie  seafood  regulation  Is  very  Important  to  FDA,  they  have 
asked  that  we  use  to  time  for  the  pesticide  briefing  (Friday,  2:30)  to 
include  a  seafood  briefing.  This  suggestion  has  been  well  received, 
and  we  have  added  15  minutes  to  the  Friday  time,  so  that  the  briefing 
win  begin  at  2:1  s. 

Please  edvise  FDA  that  they  will  brief  the  Secretary  on  food  safety 
generally,  highlighting  the  seafood  regulation  and  FDA's  activities  with 
EPA  and  USDA  on  pesticide  reduction  in  foods.  Thank  you. 


Joni  ctfkoJn'gham,  ES 
690-7160 


cc:     Carol  Wigglesworth 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES  Public  Health  serv.ee 

Memorandum 

.  tfiaft     1  2  1994 

Date 

FIom  Acting  Director,  Office  of  Management  Systems  (HFS-650) 

Subject         FY  96  Plan 
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To 


Bob  Navazio 

Director,  Planning  and  Management  Communication  Staff,  (HFP-20) 

Through:  Director,  Center  for  Food  Safety      ^^  , 

and  Applied  Nutrition  (HFS-1)      "~^&%CS-^ 


Attached  is  the  final  draft  of  the  Food  and  Cosmetics  program  FY1996  Plan.  In  this 
package  you  will  find:  a  summary  table  of  Base  resources  for  FY96  planning,  a  summary 
of  plans  supporting  each  of  the  Agency  strategic  areas,  and  format  page  write-ups  on 
pre-market  review  and  CFSAN's  priorities  in  food  safety,  science  and  labeling. 

Our  Planning  Branch  (HFS-666)  has  provided  an  early  draft  to  your  Program  Information 
and  Analysis  Group  (HFP-25)  and  will  continue  to  work  with  them  to  edit  minor  changes. 
The  resource  estimates  in  the  early  draft  have  not  been  changed  in  the  final  draft. 

If  you  have  any  questions  or  need  more  information  on  the  FY96  Plan,  please  call  Ellis 
Norris  or  Pete  Salsbury  in  the  Planning  Branch  at  202-205-4564. 

James  F.  Trickett 

Attachments 

cc: 

HFS-1 

HFS-2 

HFS-3 

HFS^t 

HFS-665 

HFS-666 

HFS-667 
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Food  and  Cosmetics  Safety 

Although  the  United  States  has  the  world's  safest  food  supply, 
there  are  still  needs  and  opportunities  for  improvement.  Under 
each  of  the  Agency's  Strategic  Goals  listed  below,  there  are 
discussions  of  specific  areas  where  improvements  are  needed  and  the 
strategies  that  will  be  used  to  address  those  needs.  Since  FDA  has 
the  broadest  responsibility  of  any  federal  agency  for  the 
regulation  of  foods,  any  improvements  under  this  program  which 
result  in  a  safer,  more  sanitary,  and  more  wholesome  food  supply 
will  ultimately  have  a  substantial  impact  on  the  health  of  the 
Nation  and  directly  contribute  to  accomplishing  goals  set  for  the 
Healthy  People  2000  initiative. 

Pre-Market  Review 

Assuring  the  safety  of  food  and  color  additives  intended  for  use  in 
foods,  cosmetics,  drugs,  and  devices  is  a  major  responsibility  of 
the  Food  and  Cosmetic  program.  At  present  approximately  70  FTE's 
per  year  are  devoted  to  the  review  of  food  and  color  additive 
petitions.  Despite  this  level  of  resource  investment,  the 
inventory  of  petitions  awaiting  action  has  increased  by  over  50% 
since  FY  1984  and  now  stands  at  319.  Approximately  116  of  these 
petitions  are  "overdue"  —  there  are  no  unaddressed  outstanding 
questions  and  no  substantive  amendments  have  been  received  within 
the  last  180  days. 

The  increase  in  the  food  additive  petition  inventory  can  be 
attributed  largely  to  two  factors.  One  is  the  lack  of  adequate 
resources  to  keep  pace  with  this  responsibility.  For  instance, 
there  has  been  a  20%  decline  in  the  resources  available  for  food 
additive  petition  review  since  FY  1978.  Another  important  factor 
is  that  some  of  the  newer  petitions  (e.g. ,  those  for  artificial 
sweeteners  and  microparticulated  products)  have  tended  to  take 
longer  to  review  because  they  sometimes  raise  new  and  substantially 
more  complex  and  controversial  safety  issues. 

One  of  the  Center's  strategic  goals  for  FY  96  is  to  continue 
efforts  to  significantly  increase  the  number  of  petitions  that  are 
processed  within  the  established  statutory  timeframes  and  decrease 
the  total  number  of  "overdue"  petitions  in  the  inventory.  While 
the  strategy  to  accomplish  this  will  require  additional  resources, 
emphasis  will  also  be  placed  on  the  implementation  of  several  new 
initiatives  that  are  designed  to  make  the  petition  review  process 
more  efficient.  One  of  these  initiatives  will  focus  on  developing 
and  implementing  strategies  to  resolve  food  and  color  additive 
policy  issues  that  affect  the  timely  resolution  of  approval 
decisions.  Another  will  focus  on  enhancing  the  quality  of  incoming 
petitions  by  improving  guidelines  for  preparing  petitions  and 
communicating  these  to  industry.  Also,  the  Center  will  work  to 
revise  and  streamline  FDA's  criteria  for  determining  the  GRAS 
status  of  food  ingredients  as  well  as  to  develop  procedures  and 
create  systems  for  electronically  accepting,  transferring,  and 
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provided  through  the  current  inspections  and  sample  collections  and 
analyses. 

By  FY  96,  FDA  will  need  to  begin  verifying  the  existence  and 
effectiveness  of  HACCP  systems  in  the  seafood  industry.  Prior  to 
undertaking  this  effort,  the  Agency  will  need  to  revise  its 
inspection  procedures  to  complement  the  HACCP  program,  including 
the  review  of  HACCP  plans,  verification  of  their  implementation, 
and  review  of  HACCP-generated  monitoring  records.  There  will  also 
be  a  need  to  assure  that  all  seafood  investigators  have  been 
trained  in  HACCP  principles  so  that  they  are  able  to  conduct 
inspection  using  the  revised  procedures.  In  addition,  the  Agency 
will  need  to  continue  to  work  with  industry  associations  to  advise 
firms  of  the  requirements^  to  provide  guidance  and  assistance 
establishments  on  HACCP  system  development,  and  work  with  states  to 
coordinate  the  implementation  of  the  regulation. 

Another  goal  for  FY  96  will  be  to  expand  the  surveillance 
activities  for  food  labeling  in  order  to  assure  that  the  food 
industry  is  complying  with  the  NLEA  regulations.  There  will  also 
be  a  need  to  continue  the  aggressive  effort  to  encourage  states  to 
adopt  the  "Food  Code".  The  Food  Code  is  intended  operate  in  tandem 
with  the  new  HACCP  regulations  by  providing  a  framework  for  states 
to  apply  HACCP  principles  at  the  retail  level.  It  is  specifically 
designed  to  assist  food  control  jurisdictions  at  all  levels  of 
government  by  providing  them  with  a  scientifically  sound  and  legal 
basis  for  more  effectively  regulating  the  retail  segment  of  the 
food  industry. 

Foods  Safety  (Foods  Coordination) 

If  FDA  is  to  achieve  optimum  effectiveness  in  efforts  to  regulate 
the  Nation's  food  supply,  it  activities  must  be  properly 
coordinated  with  those  of  other  governmental  and  non-governmental 
entities  which  share  responsibility  for  the  safety  of  foods.  These 
relationships  benefit  the  Agency's  regulatory  efforts  in  several 
ways.  They  provide  opportunities  for  FDA  to  increase  its 
surveillance  coverage  of  foods  and  cosmetics,  expand  its  research 
activities,  gain  access  to  needed  research  facilities,  as  well  as 
provide  increased  access  to  safety,  surveillance,  and  food 
consumption  data. 

For  FY  96,  one  important  objective  will  be  to  continue  efforts  to 
improve  collaboration  and  coordination  with  the  States  to  promote 
consistency  of  interpretation  among  the  States  and  FDA  in  the  food 
safety  program.  This  will  include  a  continuation  of  efforts  to 
promote  the  adoption  by  States  of  the  "The  Food  Code"  as  the  most 
effective  and  efficient  means  of  ensuring  food  safety  at  the  retail 
level. 

Another  objective  will  be  to  promote  the  formation  and  support  of 
interagency  working  groups  and  committees  (e.g.,  those  currently 
involved  in  Microbiological  Hazards,  Chemical  Contaminants, 
National  Nutrition  Monitoring,  and  Healthy  People  2000)  to  deal 
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with  regulatory  issues,  data  gathering  efforts,  and  emerging 
problems.  For  instance,  efforts  will  be  made  to  resolve 
differences  in  risk  assessment  procedures  in  use  among  Federal 
agencies  (e.g.,  EPA,  OSHS) .  Also,  in  cooperation  with  other  PHS 
agencies,  EPS,  NOAA,  USDA,  State  agencies,  and  academic 
institutions,  CFSAN  will  work  to  develop  and  implement  a 
coordinated  research  and  information  gathering  network  to  support 
food  safety  policies  and  guidance.  In  addition,  CFSAN  will 
continue  its  joint  efforts  with  CDC  and  USDA  to  determine  the  true 
incidence  of  foodborne  microbial  disease  in  the  U.S.  in  order  to 
measure  progress  towards  achieving  the  Healthy  People  2000  goal  for 
reducing  foodborne  illnesses. 

International  Harmonization 

In  the  international  arena,  one  of  the  Center's  important 
objectives  is  to  develop  and  implement  procedures  for  increasing 
the  harmonization  between  this  Nation !s  food  regulations  and  those 
of  other  national  governments.  In  recent  years  representatives  of 
FDA  have  been  involved  in  a  number  of  international  efforts 
(including  the  General  Agreement  on  Tariffs  and  Trade  [GATT]  and 
the  North  American  Free  Trade  Agreement)  to  harmonize  standards, 
regulations,  and  technical  competence  related  to  foods.  Full 
participation  in  such  efforts  are  essential  if  FDA  is  to  assure 
that  standards  which  are  set  for  foods  through  international 
negotiations  provide  the  highest  level  of  safety  and  sanitation 
protection  for  the  American  consumer.  Another  aspect  of  this 
objective  is  to  make  certain  that  these  standards  provide  a  "level 
playing  field"  for  the  U.S.  food  industry  in  international  trade. 

CFSAN  has  established  several  specific  objectives  for  its 
international  harmonization  activities  in  FY  96.  One  is  to 
continue  to  work  with  other  nations  to  establish  procedures  for 
insuring  the  harmonization  of  food  and  color  additive  data 
requirements  and  regulations.  This  will  include  efforts  to 
harmonize  the  flavor  regulations  with  those  of  the  European  Union 
(EU)  in  keeping  with  the  Joint  agreement  reached  during  the  Fourth 
Bilateral  Meeting  (October  1992).  In  addition,  efforts  will  be 
made  to  increase  the  Agency's  participation  in  deliberations  of  the 
Codex  Alimentarius  Commission  (CAC) ,  its  Committees,  and  associated 
organizations  (such  as  ISO,  IDF,  AOAC)  on  activities  to  improve 
international  harmonization  on  food  additives,  food  hygiene,  and 
foodborne  contaminants.  The  development  and  implementation  of 
HACCP  programs  will  be  another  important  issue  considered  during 
the  deliberations  of  these  organizations. 

The  Center  will  also  continue  to  promote  MOUs  and  mutual 
recognition  agreements  on  foods  with  foreign  countries.  These 
agreements  will  help  improve  the  Agency's  ability  to  protect 
consumers  and  achieve  objectives  for  international  harmonization 
while  conserving  its  scarce  surveillance  resources. 
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Science  Base 

In  order  to  effectively  respond  to  the  new  and  traditional  health 
hazards  associated  with  foods  and  cosmetics,  FDA  must  continually 
work  to  improve  the  scientific  base  upon  which  its  regulatory 
decisions  are  made.  Despite  investing  approximately  17% 
(approximately  449  FTEs)  of  the  Food  and  Cosmetics  program'B 
resources  in  research  activities,  the  Center  has  not  been  able  to 
develop  and  retain  all  the  critical  scientific  expertise  required 
to  respond  to  some  of  the  emerging  food  and  cosmetic  related  health 
issues.  In  addition,  staffing  limitations,  pay  limitations,  and 
inadequate  research  equipment  and  facilities  are  among  factors 
which  have  severely  hampered  the  Center's  ability  to  attract  people 
who  have  the  types  of  expertise  required  to  help  the  Agency  stay  at 
the  cutting  edge  of  food  science  research  and  food  safety  policy 
development. 

Currently  CFSAN  needs  to  improve  its  science  base  to  support 
effective  regulatory  initiatives  in  several  important  areas.  For 
instance,  provisions  of  the  North  American  Free  Trade  Agreement 
(NAFTA)  require  that  regulatory  decisions  related  to  the  safety  of 
food  be  made  on  sound  scientific  principles.  There  is  also  a  need 
to  enhance  the  science  base  to  support  expanded  regulatory  programs 
for  special  nutritionals,  including  food  supplements  and  medical 
foods.  Another  critical  need  is  to  have  the  information  and 
expertise  required  to  better  understand  and  evaluate  the  safety  of 
biotechnology  products  and  biotechnology  processing  systems. 
Specific  needs  in  this  area  include  information  on  the  formation 
and  fate  of  biochemical  and  other  byproducts  which  develop  during 
processing  and  the  development  of  biosensors  which  can  be  used  to 
monitor  safety  factors  and  detect  bacterial  and  chemical 
contaminants  during  processing.  Important  science  base  needs  in 
other  areas  include  additional  specialized  expertise  in  food 
composition  research,  food  engineering  experience  with  new  food 
processing  and  packaging  systems,  and  research  experience  related 
to  innovative  production  techniques. 

For  FY  96,  CFSAN  will  request  additional  resources  to  help  fill 
developing  gaps  in  the  science  base  for  foods  and  cosmetics. 
However,  since  it  appears  that  the  budget  appropriations  process 
will  not  provided  all  the  additional  resources  that  are  needed,  the 
Center  will  attempt  to  enhance  it  science  base  through  several 
other  means.  For  instance,  it  will  place  even  greater  emphasis  on 
achieving  better  coordination  with  other  FDA  centers  related  to  the 
planning  and  conduct  of  research  projects  on  food  safety  as  well  as 
the  sharing  and  use  of  research  results  from  these  projects.  In 
conjunction  with  several  other  Centers  (including  NCTR,  ORA,  CDER, 
and  CVM) ,  CFSAN  has  established  the  Foods  Research  Governance 
Group.  This  group  of  Center  Directors  will  review  the  research 
programs  of  each  participating  Center  and  work  to  identify  areas  of 
potential  coordination  and  to  eliminate  any  duplications  of 
efforts.  Internally  the  Center  will  perform  more  critical  reviews 
of  its  research  to  assure  that  it  is  clearly  mission  relevant. 
These  efforts  will  help  assure  that  FDA's  total  foods  research 
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program  is  properly  focused  and  clearly  supports  activities  to  more 
effectively  regulate  foods. 

CFSAN  will  attempt  to  more  effectively  utilize  the  food  science 
expertise  on  its  Foods  Advisory  Committee  to  help  resolve 
scientific  and  policy  issues  related  to  food  and  cosmetics  safety. 
It  will  also  work  to  expand  mutually  beneficial  arrangements  on 
food  science  and  food  safety  policy  development  with  other 
agencies,  academia,  and  industry.  The  Center  anticipates  that  its 
arrangements  and  relationships  with  other  organizations,  including 
USDA,  CDC,  EPA,  food  associations,  and  state  and  local  governments, 
will  be  critical  to  its  efforts  to  effectively  implement  the  food 
safety  initiative. 

Moreover,  efforts  to  build  and  maintain  the  science  base  for  foods 
and  cosmetics  through  greater  interagency  coordination  is 
consistent  with  the  spirit  and  intent  of  the  objectives  of  the 
President's  National  Science  and  Technology  Council  (NSTC) .  NSTC, 
which  will  coordinate  interagency  science  and  technology  policy 
making  process,  will  have  a  R&D  coordinating  committee  on  health, 
safety,  and  food. 

Information  Systems 

The  acquisition  and  proper  use  of  the  latest  in  computer  and 
telecommunications  technology  must  be  a  critical  component  of  any 
strategy  to  more  effectively  regulate  foods  and  cosmetics.  In 
recent  years,  the  Center  has  placed  emphasis  on  using  applications 
of  these  technologies  to  improve  its  ability  to  more  efficiently 
collect,  store,  and  analyze  the  ever  increasing  amounts  of 
scientific,  compliance,  and  other  data  required  to  make  rapid  and 
accurate  regulatory  decisions. 

For  FY  96  one  of  the  Center's  important  goals  will  be  to  continue 
to  implement  improvements  in  telecommunications  technology  that 
will  facilitate  the  electronic  exchange  of  data  (e.g.,  through 
public  electronic  bulletin  boards)  within  the  agency  as  well  as 
with  outside  organizations.  In  order  to  achieve  this  goal  the 
Center  will  promote  the  use  of  standardized  nomenclatures  and  data 
architectures  in  food  data  bases  to  improve  its  ability  to 
electronically  transfer  and  receive  data.  These  efforts  will 
require  expanded  uses  of  CD-ROM  and  optical  storage  technology 
which  are  needed  to  electronically  file,  store,  and  retrieve,  and 
disseminate  large  volumes  of  data. 

Another  goal  will  be  to  continue  efforts  to  provide  all  Center 
employees  with  the  latest  in  computing  and  telecommunications 
technology.  Work  efficiencies  that  can  be  achieved  through 
expanded  uses  of  PC  technology  are  needed  to  help  CFSAN  meet  its 
ever  increasing  regulatory  responsibilities  at  a  time  when  its 
staffing  resource  base  is  declining. 
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Organization  and  Management 

A  comprehensive  reorganization  of  CFSAN  was  implemented  at  the 
beginning  of  FY  93.  The  restructured  organization,  which  is 
product-oriented,  is  designed  to  permit  closer  integration  and 
coordination  between  the  Center's  scientific  and  regulatory  policy 
staffs.  Also,  the  structure  of  the  Food  and  Cosmetics  Program  was 
revised  so  that  it  would  complement  the  new  organizational 
structure.  The  program  is  now  divided  into  4  project  areas: 
Chemical  Safety  of  Foods,  Microbiological  Safety  of  Foods,  Nutrient 
Quality  and  Food  Labeling,  and  Cosmetic  Safety  and  Labeling.  The 
new  project  areas,  which  represent  major  areas  of  concern  related 
to  the  regulation  of  foods  and  cosmetics,  are  designed  to 
facilitate  coordination  between  the  Center's  research  and  policy 
activities. 

The  new  organizational  structure  and  program  structure  were 
designed  with  the  intent  of  putting  the  Center  in  a  better  position 
to  meet  the  challenges  posed  by  new  safety  issues,  new  legislative 
mandates,  as  well  as  existing  and  anticipated  budgetary 
constraints.  As  necessary,  CFSAN  will  periodically  review  current 
operations  under  both  structures  in  order  to  identify  opportunities 
for  further  refinements. 

People.  Facilities,  and  Equipment 

FDA  is  currently  recognized  throughout  the  world  as  the  premier 
food  regulatory  agency.  If  the  Agency  is  to  maintain  its  current 
position,  it  will  need  to  have  the  resources,  equipment, 
specialized  expertise,  etc.,  that  are  required  to  be  a  leading 
player  in  domestic  and  international  food  science  research  and  food 
safety  policy  development. 

Due  to  the  budget  constraints  of  the  last  few  years,  CFSAN  has  been 
unable  to  replace  outdated  scientific  equipment  and  to  acquire 
other  new  state-of-the-art  scientific  equipment  at  a  rate  that 
would  insure  that  it  has  the  capability  to  maintain  its  foods 
science  and  policy  edge.  At  present,  over  30%  of  CFSAN's  $18  to 
$20  Million  inventory  of  scientific  equipment  is  past  its  scheduled 
date  of  replacement.  At  the  current  rate  of  replacement,  by  FY  96 
over  half  of  the  scientific  equipment  inventory  will  be  obsolete 
according  to  U.S.  government  standards.  Furthermore,  given  the 
rapid  advancements  that  are  being  achieved  in  the  capabilities  of 
scientific  equipment,  a  significant  percentage  of  the  other 
scientific  instrumentation  will  be  technically  obsolete  even  before 
its  scheduled  replacement  date.  If  this  trend  in  the  gradual 
deterioration  of  the  Center's  scientific  infrastructure  is  allowed 
to  continue,  the  Agency's  position  as  a  leader  in  food  safety  could 
be  seriously  jeopardized. 

Another  important  concern  is  the  rate  at  which  CFSAN's  workforce  is 
aging.  With  the  current  average  age  of  45,  the  Center  could  loos* 
a  substantial  number  of  its  more  experienced  policy  and  scientific 
staffs  to  retirement  in  the  next  several  years.  Such  losses  over 
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a  relatively  short  period  of  time  could  severely  hamper  the 
Agency's  ability  to  move  forward  with  elements  of  the  food  safety 
initiative  and  other  food  and  cosmetic  related  safety  priorities. 

In  FY  96,  CFSAN  will  need  additional  resources  to  help  improve  its 
scientific  infrastructure.  The  Center  plans  to  enhance  the 
benefits  gained  from  investments  in  scientific  equipment  and 
research  facilities  by  continuing  several  other  initiatives  which 
will  prevent  a  significant  deterioration  in  the  capability  of  its 
policy  and  scientific  staffs.  For  instance,  CFSAN  will  work  with 
the  Agency,  the  PHS,  and  the  Department  to  determine  ways  it  can 
improve  its  ability  to  attract  and  recruit  employees,  particularly 
research  and  review  scientists.  Other  actions  in  this  regard 
include  the  creation  of  a  recruitment  coordinator  position, 
developing  relationships  with  selected  universities,  and  developing 
better  recruitment  materials.  Moreover,  the  Center  will  work  to 
develop  an  information  base  which  will  provide  a  better 
understanding  of  why  Center  employees  leave  before  retirement,  and 
use  this  knowledge  to  develop  more  effective  methods  to  increase 
retention  of  employees. 
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Strategic  Area:   Post-Market 

Program  Activity:   Food  and  Cosmetics 

Strategic  Goal : 

Improve  the  Agency's  ability  to  assure  the  safety  sanitation,  and 
wholesomeness  of  foods  in  the  market  place. 

Discussion  of  Strategy  to  Achieve  Goal : 

Implement  mandatory  HACCP  systems  and  other  preventive  measures 
in  the  food  industry  to**minimize  the  potential  for  biological, 
chemical,  and  physical  hazards  in  commercially  processed  foods. 

Innovation: 

HACCP  is  an  innovation  which  offers  an  opportunity  for  FDA  to 
significantly  improve  its  ability  to  assure  that  foods  available 
to  American  consumers  are  safe,  sanitary,  and  wholesome.  This 
system,  which  may  be  tailored  to  individual  processing  and 
distribution  conditions,  places  emphasis  on  the  prevention  of 
contamination  in  processed  foods.  A  properly  designed  HACCP 
system  will  permit  the  manufacturer  to  identify  all  potential 
safety^and  sanitation  problems  that  could  occur  in  the  production 
and  processing  of  a  food  and  implement  the  necessary  controls  and 
monitoring  procedures  to  prevent  their  occurrence.  Another 
advantage  is  that,  after  the  effectiveness  of  the  HACCP  systems 
are  verified,  the  combination  of  routine  monitoring  inspection 
and  reviews  of  production  records  will  provide  FDA  a  much  better 
basis  for  evaluating  the  ongoing  operations  in  the  plant. 

Performance  Goal  (#1) : 

Continue  efforts  to  implement  the  regulation  requiring  mandatory 
HACCP  systems  in  the  domestic  seafood  industry. 

Explanation  of  Goal: 

It  is  estimated  that  there  are  5,000  (approximately  1,500  high 
risk  and  3,500  low  risk)  seafood  establishments  in  the  Agency's 
OEI .  The  proposed  Seafood  HACCP  regulation  will  require  that 
each  of  these  establishments  implement  HACCP  systems  to  assure 
the  safety,  sanitation,  and  wholesomeness  of  their  product (s). 
Once  this  regulation  becomes  final,  FDA  must  work  with  industry 
associations  and  state  and  local  governments  to  advise  firms  of 
its  requirements.  Also,  using  revised  inspection  procedures 
which  complement  the  HACCP  approach,  the  Agency  must  review  the 
HACCP  plans  for  each  establishment,  conduct  reviews  of  the 
operations  (including  determine  the  existence  of  the  appropriate 
critical  control  points) ,  review  production  records,  and  collect 
product  samples,  as  necessary,  to  assure  that  the  HACCP  plans  and 
practices  are  adequate.   FDA  must  also  assure  that  its 
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investigative  force  is  trained  in  procedures  for  conducting  HACCP 
inspections  in  seafood  operations. 

Performance  Measure: 

1.  Implement  an  inspection  program  that  will  verify  HACCP 
plans  for  approximately  65  percent  of  the  domestic 
seafood  establishments  each  year. 

Current  Level  of  Performance  and  Resources: 

FDA  currently  devotes  approximately  119  FTEs  to  the  surveillance 
of  domestic  seafood  establishments.*  With  these  resources  it  is 
able  to  accomplish  the  following: 

1.  Conduct  routine  surveillance  of  56%  of  the  seafood 
establishments  in  the  domestic  inventory. 

2.  Collect  and  analyze  product  samples  from  approximately 
30%  of  the  establishments  inspected. 

Future  Workload: 

It  is  anticipated  that  the  Seafood  HACCP  regulation  is  expected 
to  take  effect  in  January  1996.  When  the  final  rule  is 
published,  the  Agency  will  need  to  begin  in  earnest  efforts  to 
prepare  for  its  implementation.  Some  of  the  important 
activities  that  will  occur  from  now  thorough  FY  96  are  identified 
below: 

1.  In  FY  94 ,  conduct  routine  surveillance  inspections  of 
domestic  seafood  establishments.  Develop  and 
promulgate  a  final  regulation  on  the  mandatory  seafood 
HACCP  program.  Develop  and  implement  programs  to  train 
Agency  investigators  in  the  HACCP  concept  and  work  with 
industry  to  develop  training  programs  for  its 
personnel.  In  addition,  hold  meetings  to  brief 
industry,  consumers,  state  and  local  officials,  and 
other  interested  parties  on  the  proposed  HACCP 
regulation. 

2.  In  FY  95,  the  Agency  will  work  through  industry 
associations  and  state  and  local  governments  to  notify 
seafood  establishments  of  the  requirements  under  the 
new  regulation.  It  will  conduct  routine  surveillance 
inspections  of  domestic  seafood  establishments.  During 
these  inspections,  investigators  will  assure  that 
establishments  are  fully  apprised  of  requirements  under 
the  new  regulation,  answer  questions,  and,  as  needed, 
provide  guidance  on  the  development  of  HACCP  plans. 

*    Resources  for  the  NSSP  program  are  not  included  in  these 
*""""   estimates. 
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The  inspection  strategy  for  seafood  establishments  will 
need  to  be  revised  to  incorporate  procedures  to  verify 
HACCP  systems,  including  reviewing  the  HACCP  plan, 
identifying  and  evaluating  critical  control  points,  and 
reviewing  and  evaluating  production  records.  Field 
investigators  will  be  trained  in  procedures  for 
properly  conducting  HACCP  inspections.  In  addition, 
the  Agency  will  work  with  industry  associations  to 
develop  training  programs  on  HACCP  systems  for  its 
members . 

3.  In  early  FY  96  there  will  be  a  continuation  of  efforts 
to  work  with  firms  to  implement  the  new  regulation. 
When  the  regulation  officially  takes  effect  (January 
1996) ,  FDA  must  begin  to  conduct  inspections  to  verify 
the  existence  of  HACCP  systems  in  the  seafood 
establishments . 

Projected  Performance  with  Current  Resources  and  Future  Workload: 

At  the  current  level  of  resources  (approximately  119  FTEs) ,  FDA 
will  be  able  to  accomplish  the  following: 

1.  Conduct  verification  inspections  of  1,650  (33%)  of  the 
domestic  seafood  establishments  to  determine  that  HACCP 
systems  are  in-place,  are  being  monitored  properly,  and 
that  the  appropriate  records  are  being  retained.  These 
inspections  will  be  targeted  so  that  approximately  50* 
of  the  high  risk  establishments  and  26%  of  the  low  risk 
establishments  will  be  audited  each  year.  This  means 
that  FDA  will  inspect  high  risk  establishments  every 
two  years  and  low  risk  establishments  every  four  years. 
(These  estimates  are  based  on  the  assumption  that  the 

verification  inspection  for  a  seafood  establishment 
will  require  approximately  20  hours) 

2.  Collect  and  analyze  495  product  samples  from  30%  of  the 
establishments  in  which  verification  inspections  are 
conducted.  Sample  collections  and  analyses  will  be 
reduced  by  1/3  each  year  after  the  HACCP  systems  have 
been  determined  to  be  adequate. 

3.  Continue  efforts  to  help  industry  understand  and  comply 
with  the  HACCP  regulation  for  seafood. 

Target  Level  of  Performance  and  Resources: 

While  the  Agency  can  implement  provisions  of  the  proposed  Seafood 
HACCP  regulation  at  the  existing  resource  level,  they  will  only 
support  an  inspection  cycle  which  covers  high  risk  establishments 
every  two  years  and  low  risk  establishments  every  four  years. 
This  inspection  cycle  is  less  than  ideal  because  it  would  take  up 
-to-  four  years  for  the  Agency  to  assure  that  all  seafood 
establishments  have  effective  HACCP  systems.  Because  of  the  need 
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to  promptly  verify  that  industry  is  meeting  provisions  of  the 
Seafood  regulation,  a  more  reasonable  strategy  would  be  to  cover 
high  risk  establishments  every  year  and  low  risk  establishments 
every  other  year.  For  FY  96,  an  additional  63  FD  FTEs  will  be 
required  to  support  this  level  of  inspections.  Because  of 
reductions  in  the  level  of  sample  collections  and  analyses,  the 
increase  required  for  FY  97  will  drop  to  58  FD  FTEs  and  to  45  FD 
FTEs  in  FY  98. 

Since  the  food  safety  initiative  envisions  expanding  mandatory 
HACCP  to  other  industry  segments  over  the  next  several  years, 
there  will  be  a  continuing  need  for  HACCP  training  and  technical 
assistance:  As  the  Agency  moves  forward  with  the  implementation 
of  HACCP  in  other  industry  segments,  other  investigators  will 
need  to  be  trained  in  basic  HACCP  principles  and  inspection 
procedures  that  are  tailored  to  the  specific  industry.  It  is 
estimated  that  these  activities  will  require  an  increase  of  8  HQ 
FTEs  and  $500  K.  The  additional  FTE's  will  form  a  core  group  to 
provide  training  and  technical  assistance  to  FDA  investigators 
when  HACCP  is  expanded  to  other  industry  segments. 

Also,  technical  assistance  will  be  needed  to  help  those  firms, 
especially  the  smaller  firms,  which  are  having  difficulty 
complying  with  the  requirements  of  the  new  regulations. 
Experience  with  the  pilot  study  for  the  seafood  industry 
revealed  that  the  Agency  might  expect  to  find  that  a  high 
percentage  of  the  HACCP  plans  (between  70%  and  80%)  might  be 
found  inadequate  during  the  verification  cycle.  Since  the 
benefits  of  HACCP  are  directly  related  to  the  quality  of  the  plan 
and  thoroughness  of  its  implementation,  being  able  to  provide 
adequate  levels  of  guidance  and  technical  assistance  to  industry 
must  be  considered  critical  to  the  successful  implementation  of 
the  HACCP  program.  An  increase  of  20  HQ  FTEs  and  10  FD  FTEs  will 
be  needed  to  support  these  activities. 

The  following  table  provides  estimates  of  the  resources  required 
to  implement  the  proposed  HACCP  regulations  for  seafood  based  on 
the  following  assumptions:  (1)  a  20  hour  inspection  module,  (2) 
an  inspection  cycle  which  covers  high  risk  establishments  every 
year  and  low  risk  establishments  every  2  years,  and  (3)  the  need 
for  modest  training  and  technical  assistance  efforts. 
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Table  1  -  Projected  Performance  with  Additional  Resources 


Fiscal 
Year 

93 
Base 

94 

95 

96 

97 

98 

Performance 
Level : 

Percentage  of 
seafood 

establish- 
ments covered 
each  year 

56% 

56% 

56% 

65% 

65% 

65% 

Total 
Resources : 
Supported 
FTEs: 

Center 

Field 

OC 

Total 

Non-FTE   $ 

20 
99 

119 

20 
99 

119 

20 
99 

119 

48 
172 

220 

$.5M 

48 
167 

215 

$.5M 

48 
154 

202 

$.5M 

Performance  Goal  (#2)  :  Expand  mandatory  HACCP  systems  to  the 
next  industry  segments.  At  present  the  hard  cheese  and  bakery 
industries  are  being  considered  for  the  next  phase  of  HACCP,  and 
a  third  industry  will  be  named  later.  Since  the  specific 
mechanism  that  will  be  used  to  phase  these  industries  into  HACCP 
has  not  been  determined  and  specific  timeframes  for  the 
implementation  of  the  systems  have  not  been  established,  we  do 
not  have  adequate  information  at  this  point  to  develop 
performance  measures  and  resource  estimates  for  FY  96. 
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Summary  of  Proposed  Increases  for  FY  96 


Agency  Goal 


HQFTEs    FDFTEs     Dollars 


Pre-Market  Review 


22 


Post-Market  Assurance 


Seafood  HACCP 

28 

73 

$0.5  M 

Nutrition  Labeling 

6 

— 

$0,375  M 

34 

73 

$0,875  M 

Science  Base 

20 

6 

$4.0  M 

Food  Coordination 

— 

— 

$2.0  M 

People,  Facilities,  $  Equipment 

— 

— 

$1.5M 

Total,  Food  and  Cosmetics 


76 


79 


$8.375M 
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Proposed  Increases  for  FY  96 

Pre-Market  Review: 

1.  Reduce  "Overdue"  Petitions  20  HQ  FTEs 

2.  Biotech  Pre-market  Notification  2  HQ  FTEs 


Total  Pre-Market  22  HQ  FTEs 

Post -Market  Assurance: 

1.    Implement  Proposed  Seafood  HACCP  Regulation 

Verification  Inspections  (20  hour  module/         63  FD  FTEs 
1  yr.  high  risk/2  yrs .  low  risk) 

Training  and  Technical  Assistance  28  HQ  FTEs 

10  FD  FTEs 
$.  5  M 


Totals,  Seafood  HACCP  73  FD  FTEs 

28  HQ  FTEs 
$0.5  M 


Nutrition  Labeling: 

Labeling  Enforcement  (State  Contracts)  $0,375  M 

Nutrient  Analyses  6  HQ  FTEs 


Total,  Nutrition  Labeling  6  HQ  FTEs 

$0,375  M 

Total  Post -market  Assurance: 

34  HQ  FTEs,   73  FD  FTEs,  $0,375  State  Contracts,  & 
$0.5  M  Operating  Funds 
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Science  Base  (Inhouse  Research  and  Contracts) : 

1.  Nutrition  Analytical  Methods  6  FD  FTEs 

$1.0  M 

2.  Scientific  Support  for  Petition  Review  10  HQ  FTEs 

$1.0  M 

3.  Processing/packaging  technology  innovations       10  HQ  FTEs 

$2.0  M 


Food  Coordination: 


Total,  Science  Base  20  HQ  FTEs 

6  FD  FTEs 
$4.0  M 


Food  Code/foodborne  disease  problems  in  the   $2.0  M 
retail  food  industry 


People,  Facilities,  and  Equipment: 

1.    Capital  Reserve  Account  for  Scientific  Equipment   $1.5  M 


Total,  People,  Facilities,  and  $1.5  M 

Equipment 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

PUBLIC  HEALTH  SERVICE 

FOOD  AND  DRUG  ADMINISTRATION 

5600  FISHERS  LANE 

ROCKVILLE,  MARYLAND  20857 

THE  MATERIAL  ENCLOSED: 

D  may  be  of  special  interest  to  you 
[^responds  to  your  recent  request 
□   per  conversation 

fTy   f  2.  v  <?3  £*~~+y  fadty^ $*&- 


Should  you  have  any  questions  regarding  FDA  activities, 
please  give  us  a  call  at  (Area  code  301)  443-3793. 


Office  of  Legislative  Affairs 


FORM  FDA  2403  (5/85) 
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SUMMARY  DATA 
ANALYTICAL  HOURS  EXPENDED  DURING  FY  92  AND  FY  93 


Operational  FTE's   Supported  FTE's 


184.0 
194.9 
282.8 


155.3 
218.2 
265.0 


Data  were  obtained  from  end  of  year  POVAC,  Table  7A  and  where 
noted  under  the  "ADJUST"  column,  POD-5  data  were  used  to  separate 
microbiological  from  chemical  analysis. 

A  factor  of  1.8  is  used  to  adjust  the  operational  FTE's  to  obtain 
supported  FTE  figures. 


FY  92: 

Micro 

102.2 

Pest/tox 

108.3 

Other 

157.1 

FY  93: 

Micro 

86.3 

Pest/tox 

121.2 

Other 

147.2 
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THE     NEWSPAPER     OF     CAPITOL     HILL 

Food  &  Drug 

Policy  Briefing  •  May  23,  1994  •  Second  Section 

Reforming 
A  Flawed 
Approach 
To  Food 
Safety 


Bv  Rep.  Ed  Towns 

The  federal  government  lacks  any  com- 
prehensive food  safety  policy.  That  is  the 
conclusion  of  Ibe  House  Government  Oper- 
ations subcommittee  on  human  resources 
and  intergovernmental  relations  In  fact,  the 
existing  structure  is  ineffective,  cumber- 
some, and  costly. 

The  numbers  speak  for  themselves.  Ac- 
cording to  the  Centers  for  Disease  Control 
and  Prevention,  food-borne  disease  kills  at 
least  9,100  people  each  year  while  another 
6.5  million  become  sick. 

Because  many  cases  go  undiagnosed  and 
unreported,  the  true  extent  of  food-borne  ill- 
ness in  the  United  Stales  is  probably  much 
higher  —  80  million  by  one  estimate.  The 
medical  and  other  costs  of  food- borne  illness 
are  estimated  to  reach  between  $4  billion 
and  $8  billion  annually. 

The  current  system  did  not  develop  under 
any  rational  plan.  Programs  emerged  piece- 

Currently,  12  federal 
agencies  spend  about 
$1  billion  annually  to 
administer  about  35 
laws  governing  food 
safety  and  quality. 

meal  over  the  last  century,  typically  in  re- 
sponse to  specific  economic  or  health  threats 
Currently,  1 2  federal  agencies  spend  about 
$1  billion  annually  to  administer  about  35 
laws  governing  food  safety  and  quality . 

The  General  Accounting  Office  (GAO) 
describes  the  current  patchwork  of  federal 
food  safety  programs  as  illogical,  inconsis- 
tent, inefficient,  and  ineffective 

The  greatest  problem  is  a  bifurcated  sys- 
tem that  has  yielded  two  different  approach- 
es to  food  safety,  both  of  which  have  major 
flaws.  The  US  Department  of  Agriculture 
(USDA)  oversees  meat  and  poultry  and  the 
Food  and  Drug  Administration  (FDA)  over- 
sees almost  all  other  food  products. 

As  early  as  1977  a  Senate  report  conclud- 
ed that  the  division  of  responsibility  between 
the  USDA  and  FDA  "has  resulted  in  a  regu 
lutory  program  which  is  often  duplicative, 
sometimes  contradictory,  undeniably  costly, 
and  unduly  complex  There  is  no  rationale, 
other  than  a  historic  one,  to  justify  maintain 
ing  two  separate,  inconsistent,  and  costly 
systems  for  inspecting  and  otherwise  regu- 
lating production  of  processed  foods." 

The  USDA's  meat  and  poultry  inspection 

Rep  Ed  Towns  ([>  NY)  is  chairman  of  the 
Government  Operations  subcommittee  on  hu- 
man resources  and  intergovernmental  rel»- 


program  is  obsolete,  misleading,  and  inca- 
pable of  protecting  the  public  from  harmful 
microbial  contamination  —  the  primary 
cause  of  food-bome  illness. 

Since  the  turn  of  the  century,  USDA  in- 
spectors have  been  inspecting  every  animal 
carcass  for  obvious  filth,  spoilage,  and  dis- 
ease However,  bacteria  that  make  people 
sick  easily  escape  Ihc  USDA'scurrent  sen- 
sory inspections  because  inspectors  cannot 
see.  feel,  or  smell  microbial  contamination 

The  ground  meal  implicated  in  the  E.  coli 
0157. 117  outbreak  in  early  1993  lhat  killed 
four  children  and  made  another  500  people 
sick  passed  the  USDA's  inspection  In  fact. 
the  USDA's  inspections  convey  a  false 
sense  of  security  to  consumers  because  the 


USDA  stamps  every  piece  of  inspected  meat 
and  poultry  with  a  seal  of  approval  even  if 
the  product  is  crawling  with  deadly  bacteria. 

The  subcommittee's  hearings  last  No- 
vember revealed  thai  despite  being  on  notice 
for  almost  two  decades,  the  USDA  had 
failed  to  fix  the  fatal  flaws  in  its  inspection 
program  The  National  Academy  of  Sci- 
ences. GAO.  and  many  others  have  repeat- 
edly urged  the  USDA  to  replace  its  obsolete 
inspection  program  with  a  scientific,  risk- 
based  system  to  protect  public  health. 

Yel  witness  after  witness  testified  about 
Ihe  USDA's  pattern  of  failure  to  act.  Many 
witnesses  testified  thai  the  USDA's  primary 
mission  to  promote  agriculture  overshadows 
its  responsibilities  to  protect  consumers  and 


L'mphoio 

thwarts  needed  change.  Recent  allegations 
of  USDA  leniency  toward  the  poultry  indus- 
try raise  anew  the  troubling  appearance  of 
conflict  of  interest,  which  undermines  con- 
sumer health  and  confidence 

Although  he  inherited  the  problems.  Sec- 
retary of  Agriculture  Mike  Espy,  to  his  cred- 
it, has  recognized  the  weaknesses  in  the 
USDA's  programs  and  has  undertaken  sev- 
eral important  initiatives,  most  notably  re- 
quiriOB  safe  handling  and  cooking  labels  on 
raw  meat  and  poultry  products. 

Aftna  12  -year  hiatus  on  needed  reform,  the 

Secretary's  efforts  are  highly  commendable 

However,  earlier  this  year,  the  G  AOconcJuded 

that  while  the  USDA  ha*  made  some  changes. 

Continued  on  page  18 


463 


P^t  U  ROLL  CALL  Food  *  Drug  Polio  Briefing  Mondiy,  Ma;  2J,  19M 


Towns:  We  Need  a  Comprehensive  Federal 
Food  Safety  Policy  —  and  the  Will  to  Act 


(  .Micinoed  from  pa«e  1 
"the  inspection  system  is  only  marginally  bet- 
ler  today  ■  protecting  the  public  from  harmful 
bactena  than  it  was  a  year  ago,  or  even  87  years 
ago  when  it  was  first  put  in  place  " 

The  USDA  has  been  unable  to  redirect  its 
resources  on  microbial  contamination  be- 
cause it  is  required  by  law  to  inspect  every 
animal  carcass  regardless  of  the  cost  and  fu- 
tility of  such  an  exercise. 

The  FDA  suffers  from  its  own  problems. 
First,  ft  is  buried  beneath  several  layers  of  bu- 
reaucracy within  the  Department  of  Health 
and  Human  Services,  which  diminishes  its  au- 
thonty  and  prevents  it  from  carrying  out  its  re- 
sponsbuiues  according  to  the  Edwards  Com- 
mittee, a  1 99 1  blue-ribbon  advisory  panel 

Tnecornniitieenxximmeixledelevjnnglhi' 
agency's  status  within  HHS  to  put  the  FDA  on 
par  with  other  regulatory  agencies,  such  as  the 
Environniental  Protection  Agency.  The  com- 


mittee also  proposed  that  if  HHS  failed  to  act, 
Congress  should  consider  restructuring  the 
FDA  as  a  free-standing  executive  agency 

Second,  both  critics  and  supporters  of  (he 
FDA  have  observed  that  a  large  disparity  ex- 
ists between  the  FDA's  multiple  food  safety 
responsibUities  and  its  available  resources.  Be- 
cause of  budget  constraints,  the  FDA  inspects 
facilities  under  its  jurisdiction,  on  average, 
once  every  eight  years,  and  that  number  is  de- 
dining.  The  FDA  inspected  only  one-third  as 
many  domestic  food  establishments  in  fiscal 
year  1 992  as  it  did  in  fiscal  year  1 98 1 . 

With  the  rapid  globalization  of  the  food 
supply,  the  FDA's  capacity  to  screen  out  un 
safe  imported  food  products  is,  at  best,  severe- 
ly strained.  The  FDA  recently  began  to  shift 
its  focus  from  end-product  inspection  to  a 
Hazard  Analysis  Critical  Control  Point 
(HACCPt  approach 

H  ACCP  attempts  to  identify  and  analyze 


likely  hazards  in  a  production  process  and 
then  control  these  hazards  at  critical  points  in 
the  process  to  prevent  them  from  occurring 

But  critics  question  whether  the  mandato- 
ry HACCP  system  for  seafood  that  the  FDA 
proposed  earlier  this  year  will  be  nothing 
more  than  a  paper  tiger  because  of  limita- 
tions in  the  FDA's  statutory  authority  —  a 
third  area  of  concern  about  the  FDA. 

Critics  point  out  that  the  FDA  generally  can- 
not presume  thai  firms  are  engaged  in  interstate 
commerce ;  require  food  processors  to  register, 
prohibit  use  of  equipment  that  may  contami- 
nate food;  or  detain  domestic  products  that  vio- 
late food  safety  standards  without  obtaining  a 
firm's  voluntary  cooperation  or  a  court  order 

To  illustrate  the  disarray  in  the  present  sys- 
tem, consider  how  the  federal  government  reg- 
ulates food  products  derived  from  a  dairy  cow. 
The  cow's  milk  is  subject  to  FDA  and  state  in- 
spection, but  after  slaughtering,  the  cow's 
meal  is  subject  to  the  USDA '  s  inspection.  But 
if  the  USDA  finds  a  residue  of  an  animal  drug 
that  exceeds  a  limit  set  by  the  FDA,  then  the 
USDA  must  refer  the  case  to  the  FDA  for 
regulatory  acti on,  which  in  turn  mast  refer  ihe 
case  to  the  Department  of  Justice  for  possible 
criminal  prosecutioa  Does  this  make  any  sense? 

Real  improvement  in  the  nation's  food 
safety  system  requires  broad-based  reform. 
Last  September,  Vice  President  Gore  recom- 
mended an  unprecedented  consolidation  and 
empowerment  of  federal  food  safety  pro- 
grams within  the  FDA. 

I  applaud  the  Vice  President's  leadership 
in  this  area.  His  recommendation  addressed 
both  the  need  to  restructure  the  system  to 
work  efficiently  and  effectively  and  the  need 
to  accelerate  the  development  of  a  scientific, 
risk-based  food  safety  assurance  program. 

Although  the  Vice  President's  proposal  is 
only  the  latest  in  a  long  list  of  proposals  to  re- 
organize federal  food  safety  efforts,  most  of 
the  suggestions  have  dealt  with  the  organiza- 
tional scheme  and  not  the  objectives  of  food 
safety  programs  or  the  need  to  s  tream  I  ine  the 
federal  bureaucracy. 

For  example,  pending  legislation  would 


separate  marketing  and  inspection  services 
and  elevate  food  safety  to  an  independent 
agency  within  USDA.  However,  the  func- 
tion would  still  reside  within  a  department  of 
agriculture,  not  a  department  of  health 
Moreover,  how  could  we  tell  taxpayers  that 

Historically,  we  have 
revised  our  federal  food 
safety  system  only  in 
response  to  some  crisis. 
But  must  we  wait  for 
the  next  tragedy 
if  we  can  prevent  it? 

we  streamlined  government  by  creating  not 
one,  but  two  food  safety  commissions? 

Simply  changing  organizational  boxes  will 
not  save  lives.  We  need  a  comprehensive  fed- 
eral food  safety  policy.  The  country  is  not  at  a 
loss  for  ideas  on  how  to  fix  the  current  system. 
What  is  missing  is  the  will  to  act  But  the 
deadline  has  expired.  The  incidence  of  food 
borne  disease  is  getting  worse,  not  better 

We  must  overcome  our  complacency,  rise 
above  our  parochial  interests,  and  work  to- 
gether to  build  a  bold  new  vision  of  food  pro- 
tection centered  on  consumer  health  and 
well-being. 

Historically,  we  have  revised  our  federal 
food  safety  system  only  in  response  to  some 
crisis.  But  must  we  wait  for  the  next  tragedy 
if  we  can  prevent  it? 

The  haunting  words  of  Suzanne  Kiner, 
whose  daughter  continues  to  suffer  the  effects 
from  meat  tainted  with  E.  coli  01S7:H7,  still 
ring  in  my  ears:  "Have  you  ever  planned  a 
child' s  funeral?"  This  country  must  act  to  en- 
sure that  food  is  safe  and  not  plan  funerals  for 
our  children  who  die  because  we  failed  to  act 

On  Wednesday,  the  subcommittee  on  hu- 
man resources  and  intergovernmental  rela- 
tions will  continue  to  evaluate  the  Vice  Pres- 
ident's recommendation  at  a  bearing  fo- 
cused on  the  FDA'sTole  in  food  safety. 
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Minnesota  Department  of  Health 

717  Delaware  Street  Southeast 

P.O.  Box  9441 

Minneapolis,  MN  55440-9441 

(612)623-5000 


July  5, 1994 


Mr.  Bill  Layden 

Subcommittee  on  Human  Resources  and 

Intergovernmental  Relations 
Congress  of  the  United  States 
House  of  Representatives 
B-372  Rayburn  House  Office  Building 
Washington,  D.C  20515 

Dear  Mr.  Layden: 

I  apologize  for  the  delay  in  responding  to  you  regarding  our  thoughts  on  the  issue  of 
foodborne  disease  in  the  United  States.  I  hope  that  any  information  we  can  provide  you 
may  still  be  of  use  to  you  and  the  members  of  the  subcommittee.  I've  enclosed  a  copy  of 
a  recent  publication  from  our  group  detailing  the  epidemiology  of  foodborne  disease  in 
Minnesota.  Specifically,  we  comment  on  a  number  of  the  questions  which  were 
presented  to  me  in  Representative  Towns'  letter  to  me  of  May  11. 

If  we  can  be  of  any  additional  assistance  to  you,  please  feel  free  to  contact  me.  Best 
wishes. 

Sincerely  yours, 

^chael  T.  Osterholm,  Ph.D.,  M.P.H. 
State  Epidemiologist  and  Chief 
Acute  Disease  Epidemiology  Section 

MTO:jw 
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STATE-OF-THE-ART  CLINICAL  ARTICLE 


Changing  Epidemiology  of  Food-Borne  Disease:  A  Minnesota  Perspective 


Craig  W.  Hedberg,  Kristine  L.  MacDonald, 
and  Michael  T.  Osterholm 


From  the  Acute  Disease  Epidemiology  Section.  Minnesota  Department  of 
Health.  Minneapolis.  Minnesota 


Food,  like  water  and  air,  is  a  basic  human  need.  Further-  , 
more,  an  abundant  and  varied  supply  of  food  can  greatly 
enhance  the  quality  of  life  However,  beyond  providing  en- 
ergy, nutrients,  and  gastronomic  delight,  food  is  a  potential 
vehicle  for  pathogenic  microorganisms  and  their  toxic  prod- 
ucts. To  many,  the  concept  of  food-borne  disease  is  primarily 
that  of  the  classical  picture  of  staphylococcal  intoxication: 
the  sudden  onset  of  severe  nausea,  cramps,  vomiting,  and 
diarrhea  that  occurs  2  to  4  hours  after  eating  food  that  has 
been  left  too  long  at  room  temperature.  During  the  first  half 
of  this  century,  staphylococcal  intoxication  was  the  main 
type  of  food-borne  disease  recognized.  Over  the  past  15 
years,  the  epidemiology  of  food-borne  disease  has  shifted. 
Increasingly,  food-borne  disease  is  being  attributed  to  a  wide 
variety  of  bacteria,  parasites,  and  viruses.  Today  the  risk  of 
food-borne  disease  depends  on  the  type  of  food,  its  produc- 
tion source,  how  it  is  prepared  and  handled,  and  the  consum- 
ing host's  resistance  to  the  infectious  agent.  As  these  factors 
change,  the  epidemiology  of  food-borne  diseases  also  neces- 
sarily changes. 

The  relationship  between  cardiovascular  disease  and  con- 
sumption of  saturated  fat  has  led  many  Americans  to  aban- 
don the  traditional  meat-and-potatoes  diet  that  accompanied 
the  postwar  boom  of  the  1950s.  The  new  American  diet  em- 
phasizes fruits,  vegetables,  and  grains  and  deemphasizes 
meats  and  foods  with  a  high  content  of  fat.  The  concept  of  a 
diet  balanced  between  the  four  basic  food  groups  has  been 
replaced  by  a  diet  built  on  a  food  pyramid.  Public  informa- 
tion campaigns,  such  as  Five-a-Day  for  Better  Health  from 
the  National  Cancer  Institute,  promote  increased  consump- 
tion of  fresh  fruits  and  vegetables.  Progress  has  been  made  in 
promoting  the  heart-healthy  diet  during  the  past  30  years. 
However,  these  dietary  changes  have  also  altered  the  epide- 
miology of  food-borne  diseases  in  the  United  States. 

In  this  review  we  discuss  results  of  national  surveillance  of 
food-borne  disease,  the  importance  of  national  changes  in 
the  factors  that  contribute  to  the  epidemiology  of  food-borne 
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disease  (as  illustrated  by  the  results  of  food-borne  disease 
surveillance  at  the  Minnesota  Department  of  Health),  and 
issues  of  food  safety  for  the  1990s  and  beyond.  We  focus 
primarily  on  investigations  conducted  in  Minnesota  because 
our  recent  experiences  have  demonstrated  the  importance  of 
many  of  these  factors.  In  addition,  the  fact  that  these  out- 
breaks were  recognized  in  Minnesota,  a  state  with  only  2%  of 
the  population  of  the  United  States,  suggests  that  problems 
of  food-borne  disease  are  actually  much  more  widespread. 

Food-Borne  Disease  Surveillance 

Estimates  of  the  number  of  cases  of  food-borne  disease  in 
the  United  States  range  from  6. 5  to  8 1  million  cases  per  year, 
with  from  525  to  >7,000  food-borne-disease-associated 
deaths  per  year.  Economic  losses  to  ill  persons,  food  pro- 
ducers, and  the  national  economy  have  been  estimated  to  be 
more  than  $8  billion  to  $23  billion  annually.  Better  esti- 
mates are  lacking,  in  part,  because  food-borne  disease  sur- 
veillance typically  involves  a  series  of  events,  only  some  of 
which  are  controlled  by  public  health  officials.  First,  an  ill 
individual  must  seek  and  have  access  to  medical  care  Sec- 
ond, a  clinician  must  obtain  stool  (or  other  appropriate  clini- 
cal specimens)  from  the  patient  for  microbial  analysis.  Third, 
the  clinical  laboratory  must  have  the  technical  capability  to 
evaluate  the  stool  for  the  likely  causative  agent.  Fourth,  re- 
sults of  the  stool  culture  and  clinical  information  must  be 
reported  in  a  timely  manner  to  state  or  local  health  depart- 
ments. Finally,  public  health  officials  must  have  the  re- 
sources to  investigate  the  occurrence  of  the  illness(es).  A 
break  at  any  step  in  this  process  will  likely  result  in  a  failure 
to  recognize  the  occurrence  of  food-borne  disease. 

The  purpose  of  food-borne  disease  surveillance  is  to  better 
understand  the  causes  of  food-borne  disease,  to  develop  and 
provide  for  implementation  of  appropriate  control  measures, 
and  to  detect  trends  in  the  epidemiology  of  food-borne  dis- 
ease. Outbreaks  of  food-borne  disease  are  typically  investi- 
gated by  state  or  local  health  agencies  and  reported  to  the 
national  food-borne  disease  surveillance  system  of  the 
Centers  for  Disease  Control  and  Prevention  (CDC).  From 
1973  to  1987,  7,458  outbreaks  involving  237,545  cases  of 
food-borne  disease  in  the  United  States  were  reported  to  the 
CDC.  During  this  period,  there  was  a  decline  in  the  propor- 
tion of  outbreaks  due  to  staphylococcal  toxin  and  Clostrid- 
ium perfringens  and  an  increase  in  the  proportion  of  out- 
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breaks  caused  by  Salmonella  species.  In  addition.  Norwalk 
virus.  Campylobacter  jejuni.  Escherichia  coli  OI57:H7.  and 
Listeria  monocytogenes  emerged  as  important  food-borne 
pathogens. 

The  number  of  outbreaks  reported  to  the  CDC  peaked 
during  1982  and  declined  through  1987.  It  is  unlikely  that 
this  decrease  is  due  to  an  actual  decrease  in  the  incidence  of 
food-borne  disease  in  the  community.  The  probable  cause  is 
related  in  part  to  the  increased  burdens  placed  by  the  epi- 
demic of  AIDS  on  the  resources  of  state  and  local  public 
health  agencies  and  to  the  lack  of  support  for  the  public 
health  infrastructure. 

Although  national  food-borne  disease  surveillance  can  be 
a  powerful  public  health  tool,  the  current  system  has  limita- 
tions. Resource  constraints  affect  the  abilities  of  public 
health  officials  to  adequately  investigate  small  or  even  large 
outbreaks  of  food-borne  disease,  thus  compounding  the  vari- 
ability in  reporting  by  type  of  pathogen.  For  example,  during 
the  1 980s.  outbreaks  due  to  Clostridium  botulinum  were  re- 
ported more  commonly  to  the  CDC  than  were  those  due  to 
Campylobacter  species.  In  addition,  the  ability  of  laborato- 
ries to  isolate  and  identify  organisms  in  clinical  specimens 
from  patients  and  in  implicated  foods  limits  our  awareness'of 
the  diversity  of  food-borne  pathogens  and  the  relative  contri- 
bution of  organisms  that  may  not  routinely  be  identified  by 
clinical  laboratories. 

To  illustrate  recent  trends  in  the  occurrence  of  food-borne 
disease,  we  focused  primarily  on  investigations  conducted  in 
Minnesota  from  1978  through  1993.  During  this  period. 
~200  confirmed  outbreaks  of  food-borne  disease  were  in- 
vestigated by  local  health  departments  and  the  Minnesota 
Department  of  Health.  In  ~  10%  of  these  investigations,  the 
public  health  implications  of  our  findings,  with  respect  to  the 
transmission,  detection,  and  control  of  food-borne  diseases, 
led  to  publication  of  the  investigation  report  (table  I).  The 
Minnesota  Department  of  Health  has  attempted  to  aggres- 
sively identify  and  investigate  the  occurrence  of  food-borne 
disease  during  the  past  1 5  years.  Because  of  this  aggressive 
approach,  we  believe  that  the  trends  evident  from  our  state- 
wide surveillance  may  be  more  representative  of  the  true  na- 
tional picture  than  are  data  from  many  other  states  where 
resources  for  conducting  such  investigations  are  more  lim- 
ited. 

Changes  in  the  Factors  That  Contribute  to  the 
Epidemiology  of  Food-Borne  Disease 

Changes  in  several  factors  on  a  national  level  have  contrib- 
uted to  changing  the  epidemiology  of  food-borne  disease  in 
the  1990s.  First,  changes  in  diet  have  resulted  in  changes  in 
both  the  type  and  source  of  foods  consumed.  Increased  con- 
sumption of  food  in  commercial  food  service  establishments 
has  resulted  in  greater  potential  exposure  to  illnesses  trans- 
mitted by  food  handlers.  In  addition,  new  methods  of  food 


Table  1.     Outbreaks  of  food-borne  disease:  selected  investigations 
conducted  by  the  Minnesota  Department  of  Health,  1978-1993. 


Disease/agent 

Vehicle 

(Reference] 

Brainerd  diarrhea 

Raw  milk 

[>] 

Campylobactenosis 

Raw  milk 

[2] 

Campylobacteriosis 

Raw  milk 

[3] 

Eosinophilia-myalgia 

L-Trypiophan 

H 

syndrome 

Escherichia  colt 

Precooked  ground  beef 

[5] 

OI57:H7  infection 

patties 

Giardiasis 

Home-canned  salmon 

(6] 

Giardiasis 

Sandwiches 

m 

Hepatitis  A 

Relish 

[8] 

Norwalk  gastroenteritis 

Frosted  bakery  products 

[9] 

Norwalk  gastroenteritis 

Multiple  cold  food  items 

1 10] 

Norwalk-like 

Non  frosted  bakery 

["] 

gastroenteritis 

products 

Salmonellosis 

5  newport 

Ground  beef 

[12] 

S  enteritidis 

Fast  food 

[13] 

S  poona 

Cantaloupes 

[14] 

S.  javiana 

Tomatoes 

[15] 

S.  javiana  and  S. 

Cheese 

[16] 

orantenburg 

S.  monievideo 

Tomatoes 

Unpublished 
observations 

Shigellosis 

Cold  airline  food 

t>7] 

Thyrotoxicosis 

Ground  beef 

[18] 

NOTE.  The  outbreak  investigations  summanzed  in  Ihis  table  represent 
the  work  of  many  individuals  and  agencies  in  collaboration  with  the  Minne- 
sota Department  of  Health. 

*  J.  W.  McFarland.  C.  Hedberg,  J.  Besser-Wtek.  etal  (Minnesota  Depart- 
ment of  Health) 


production  have  been  developed  along  with  large  and  com- 
plex networks  of  distribution.  Within  the  context  of  these 
changes  in  society  and  industry,  new  infectious  agents  con- 
tinue to  emerge  and  new  trends  for  known  agents  transmit- 
ted through  food  are  recognized. 

Changes  in  Diet 

The  changes  in  the  American  diet  that  have  resulted  in 
part  from  public  health  efforts  to  prevent  cardiovascular  dis- 
ease (and  more  recently  cancer)  can  be  demonstrated  by 
changes  in  the  consumption  of  selected  foods  in  the  United 
States  from  1 970  to  1 990  (table  2)  During  this  period,  aver- 
age per  capita  consumption  of  whole  milk  declined  59%  from 
219  to  90  lb  annually,  and  per  capita  consumption  of  red 
meat  declined  I  5%  from  1 32  to  112  lb.  At  the  same  time,  per 
capita  consumption  of  low  fat  milk,  cheese,  poultry,  fresh 
vegetables,  and  fresh  fruits  increased  163%  (50  to  131  lb). 
1I7%(II  to251b),  87%(34to64lb),  29%(88to  I131b)and 
16%  (101  to  117  lb),  respectively.  Although  these  are  na- 
tional summary  data  based  on  the  availability  of  foods  in  the 
marketplace,   the  decrease  in   saturated  fat  consumption 
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Table  2.     Changes  in  per  capita  consumption  of  selected  food 
items  in  the  United  States  from  1970  through  1990 


Pounds  of  food 

Food  item 

1970 

1990 

Change {%) 

Whole  milk 

219 

90 

-59 

Red  meat 

132 

112 

-15 

Low  fat  milk 

50 

131 

+  163 

Cheese 

II 

25 

+  117 

Poultry 

34 

64 

+87 

Fresh  vegetables 

88 

113 

+29 

Fresh  fruit 

101 

117 

+  16 

NOTE-     Data  provided  by  the  Economic  Research  Service.  United 
States  Department  of  Agriculture. 


predicted  by  these  data  is  consistent  with  observed  declines 
in  levels  of  serum  cholesterol  in  the  community. 

These  dietary  changes  have  coincided  with  dramatic  in- 
creases in  product  availability  in  the  United  States.  During 
the  1950s,  the  average  grocery  store  in  the  United  States 
stocked  300  food  items  on  its  shelves.  By  1990.  this  number 
had  increased  80-fold  to  25,000  different  food  items 
Currently,  it  is  not  uncommon  to  find  grocery  stores  stocking 
over  50.000  different  food  items  on  their  shelves,  including 
hundreds  of  varieties  of  fresh  fruits  and  vegetables,  exotic 
seafood,  grains,  or  food  supplements. 

The  increased  demand  for  fresh  fruits  and  vegetables  has 
also  produced  changes  in  the  operation  of  food  service  estab- 
lishments. Surveys  conducted  by  the  National  Restaurant 
Association  found  that  salad  bars  and  separate  sections  for 
smokers  and  nonsmokers  have  become  two  of  the  most  fre- 
quently sought  features  in  a  restaurant.  By  1988.  71%  of  fast- 
food  and  family  restaurant  chains  offered  salads  or  salad 
bars.  Meeting  the  increased  demand  for  fresh  fruits  and  vege- 
tables in  the  United  States  has  required  the  seasonal  importa- 
tion of  produce  from  Mexico,  Central  America,  and  other 
tropical  areas.  Seasonally.  >75%  of  fresh  fruits  and  vegeta- 
bles are  harvested  outside  the  United  States  and  delivered 
within  days  to  grocery  stores  and  restaurants  (table  3).  Dur- 
ing the  winter  months  from  1 989  through  1 992.  33%  to  70% 
of  cantaloupes,  57%  to  72%  of  green  onions,  69%  to  79%  of 
cucumbers,  and  20%  to  64%  of  tomatoes  purchased  by  con- 
sumers in  the  United  States  were  harvested  in  Mexico.  With 
the  pending  formation  of  a  free  trade  zone  between  Mexico, 
the  United  States,  and  Canada,  it  is  likely  that  produce  im- 
ports from  Mexico  into  the  United  States  will  increase  sub- 
stantially in  the  future.  Competition  between  producers  in 
the  United  States  and  in  foreign  countries  may  also  result  in 
cost-cutting  measures  in  agricultural  areas  in  the  United 
States  that  already  rely  on  low-paid  migrant  workers.  These 
factors  increase  the  potential  for  produce  to  become  contami- 
nated in  the  field,  during  packing,  or  during  distribution  to 
retail  markets. 


The  other  side  of  Five-a-Day  for  Belter  Health.  One  result 
of  the  increased  consumption  of  fresh  fruits  and  vegetables 
has  been  the  recent  occurrence  of  large  outbreaks  of  hepatitis 
A,  shigellosis,  and  salmonellosis  due  to  the  widespread  distri- 
bution of  fresh  produce  items.  Although  outbreaks  of  sal- 
monellosis associated  with  fresh  fruits  and  vegetables  tradi- 
tionally have  been  rare,  four  multistate  outbreaks  of 
salmonellosis,  each  involving  100  to  400  confirmed  cases, 
have  been  attributed  to  fresh  fruit  or  vegetable  sources  since 
1990;  three  outbreaks  occurred  in  Minnesota.  Two  out- 
breaks (one  of  Salmonella  Chester  in  1 990  and  one  of  Salmo- 
nella poona  in  1991)  involved  consumption  of  cantaloupes, 
and  two  outbreaks  (one  of  Salmonella  javiana  in  1990  and 
one  of  Salmonella  montevideo  in  1993)  involved  consump- 
tion of  tomatoes. 

All  of  these  outbreaks  were  recognized  through  statewide 
surveillance  by  public  health  laboratories  of  Salmonella  sero- 
types isolated  from  humans.  The  unusual  occurrence  of  an 
uncommon  serotype  prompted  state  health  officials  to  inves- 
tigate the  source  of  the  infections.  In  each  outbreak,  results 
of  extensive  epidemiologic  studies  implicated  the  food  item 
and  indicated  its  probable  source  of  origin.  In  none  of  these 
outbreaks  were  the  outbreak-associated  organisms  isolated 
from  the  implicated  fruit  or  vegetable;  most  of  the  implicated 
food  products  had  been  consumed  or  discarded  before  inves- 
tigation. However,  following  the  identification  of  canta- 
loupes from  Mexico  as  the  source  for  the  5.  Chester  outbreak, 
investigators  from  the  United  States  Food  and  Drug  Adminis- 
tration (FDA)  conducted  bacteriologic  sampling  of  imported 
cantaloupes  and  watermelons  entering  at  the  Mexico-United 
States  border.  The  FDA  isolated  numerous  serotypes  of  Sal- 
monella from  ~  1  %  of  the  rinds. 

Investigation  of  the  S  poona  outbreak  in  Minnesota  impli- 
cated cantaloupes  shipped  from  an  agricultural  area  in  the 
lower  Rio  Grande  area  of  Texas  as  the  source.  Illness  was 
associated  with  cantaloupe  in  salad  bars  or  in  fruit  salads  but 
not  with  fresh  sliced  cantaloupe.  This  fact  suggests  that  tem- 
perature abuse  of  the  contaminated  fruit  may  have  resulted 
in  increased  pathogen  load  after  the  fruit  was  at  room  temper- 
ature for  several  hours.  Since  no  common  restaurants  were 


Table  3.     Percent  of  selected  produce  items  from  Mexico  sold  in 
the  United  States  by  quarter.  1989-1992. 


Green 

Quarter 

Cantaloupe 

onion 

Cucumber 

Tomato 

January-March 

33-70 

57-72 

69-79 

20-64 

April-June 

23-40 

33-51 

15-17 

10-30 

July-September 

0-1 

4-20 

1 

4-8 

October-December 

•  9-28 

30-45 

23-26 

5-13 

Total 

14-20 

30-47 

27-28 

10-20 

NOTE.     Data  are  from  (he  Agricultural  Marketing  Service.  United  Stales 
Department  of  Agriculture. 
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identified  by  patients  with  S.  poona  infection  and  because  of 
the  widespread  distribution  of  cases,  we  believe  that  autolo- 
gous cross-contamination  of  the  fruit  from  the  rind  occurred. 
The  extra  handling  required  to  prepare  fruit  salads  and  salad 
bars  may  have  increased  the  potential  for  contaminating  the 
fruit  from  the  rind. 

These  outbreaks  demonstrate  the  emerging  potential  for 
food-borne  disease  associated  with  fresh  fruits  and  vegeta- 
bles. Important  epidemiologic  features  of  these  outbreaks  in- 
cluded the  absence  of  recognized  clusters  of  cases  associated 
with  households  or  food  service  establishments  despite  the 
distribution  of  the  implicated  food  items  through  both 
sources,  the  widespread  geographic  distribution  of  outbreak- 
associated  cases,  and  the  apparent  sporadic  or  low-level  con- 
tamination of  the  implicated  food  items.  Only  the  temporal 
clustering  of  these  unusual  Salmonella  serotypes  made  it  pos- 
sible to  detect  the  occurrence  of  these  outbreaks. 

Delay  in  the  recognition  of  these  outbreaks  made  it  diffi- 
cult to  trace  the  source  of  the  implicated  produce,  thus  pre- 
cluding us  from  determining  how  the  produce  was  contami- 
nated or  what  corrective  measures  were  needed  to  prevent 
the  recurrence  of  similar  outbreaks.  Tomatoes  are  trans- 
ported and  stored  at  temperatures  of  55°F  to  60°F  and  are 
frequently  eaten  raw.  Cantaloupes  are  grown  on  the  ground 
and  may  be  contaminated  on  their  surface  with  dirt,  chemi- 
cals, animal  excreta,  and  pathogenic  bacteria.  The  FDA  de- 
veloped specific  recommendations  for  handling  melons  fol- 
lowing these  outbreaks  after  they  sampled  imported  melons. 
One  of  these  recommendations,  thoroughly  cleaning  the  sur- 
face of  melons  and  all  fruits  and  vegetables  before  they  are 
handled  and  consumed,  appears  to  be  prudent.  However,  the 
potential  efficacy  of  this  recommendation  is  unknown. 
Given  national  trends  toward  consumption  of  fresh  fruits 
and  vegetables,  these  outbreaks  are  likely  to  occur  more  fre- 
quently in  the  future. 

Increased  Consumption  of  Food  in  Commercial  Food  Service 
Establishments 

Along  with  changing  diets,  Americans  have  increased 
their  consumption  of  food  from  commercial  food  service  es- 
tablishments. From  1972  to  1989,  the  number  of  restaurants 
in  the  United  States  with  table  service  increased  from 
112,000  to  161,000.  In  addition,  the  number  of  fast-food 
restaurants  doubled  from  73.000  in   1972  to  >  146,000  in 

1989.  Of  $564  billion  spent  for  food  in  the  United  States  in 

1990.  37%  was  spent  away  from  home  in  a  commercial  food 
establishment  Coupled  with  the  increased  consumption  of 
fresh  fruits  and  vegetables,  the  growth  in  the  number  of  food 
service  establishments  has  resulted  in  even  greater  consump- 
tion of  cold  food  items  prepared  by  hand  by  workers  in  com- 
mercial kitchens. 

In  1990,  ~  10  million  persons  were  employed  in  the  food 
service  industry.  Typically,  wages  for  food  service  workers 


are  low,  and  benefits  and  advancement  opportunities  are 
lacking.  In  most  situations,  these  workers  receive  no  addi- 
tional benefit  package  (no  insurance,  no  sick  leave,  and  no 
paid  vacation).  Because  nationwide  many  employers  in  the 
food  service  business  experience  labor  shortages,  food 
handlers  are  often  hired  without  regard  for  training  in  proper 
sanitation  and  hygiene.  In  addition,  38%  of  individuals  em- 
ployed in  food  service  occupations  in  1988  had  not  com- 
pleted high  school,  compared  with  14%  of  all  employed  indi- 
viduals. Finally,  the  turnover  rate  in  food  service 
occupations  is  high;  42%  of  all  food  service  employees  in 
1 990  had  worked  for  their  current  employer  for  <  1  year,  thus 
making  it  difficult  to  provide  on-the-job  training  regarding 
hygiene  and  sanitation. 

Several  outbreaks  of  food-borne  disease  in  Minnesota  dem- 
onstrate the  importance  of  contamination  of  food  items  by 
food  handlers  in  a  variety  of  food  service  settings.  These  out- 
breaks include  viral  gastroenteritis  associated  with  bakery 
products,  giardiasis  associated  with  home-canned  salmon, 
salmonellosis  associated  with  a  fast-food  restaurant,  and  shig- 
ellosis associated  with  cold  food  items  served  on  a  commer- 
cial airline. 

The  potential  for  efficient  transmission  of  a  pathogen  with 
a  low  infective  dose  in  cold  food  items  was  demonstrated  by 
two  outbreaks  of  Norwalk  or  Norwalk-like  gastroenteritis;  in 
these  outbreaks,  bakery  employees  vomited  at  work  and  sub- 
sequently contaminated  76  L  of  butter  cream  frosting  in  one 
outbreak  and  several  hundred  hamburger  buns  and  oatmeal 
cookies  in  another.  Attack  rates  of  at  least  60%  were  observed 
among  persons  who  ate  the  frosted  bakery  products,  of  which 
10,000  were  sold  to  the  public.  In  the  other  outbreak,  the 
observed  attack  rates  were  <30%  among  persons  who  ate 
contaminated  bakery  products  that  were  not  frosted.  The 
transmission  of  Norwalk-like  viruses  among  food  service 
workers  can  lead  to  outbreaks  of  viral  gastroenteritis  that  can 
persist  at  an  establishment  for  >  1  week.  In  fact,  such  trans- 
mission appears  to  be  common  in  outbreaks  of  viral  gas- 
troenteritis. More  than  one  ill  food  handler  was  identified  in 
14  (78%)  of  18  restaurant-based  food-borne  outbreaks  of 
viral  gastroenteritis  in  Minnesota  from  1984  to  1991,  In  six 
(43%)  of  these  14  outbreaks,  the  restaurant  voluntarily 
closed  for  72  hours  because  of  the  evidence  of  ongoing  trans- 
mission to  patrons. 

Another  outbreak  that  demonstrated  efficient  transmis- 
sion and  a  low  infective  dose  was  an  outbreak  of  giardiasis 
associated  with  home-canned  salmon.  Twenty-nine  (48%)  of 
60  employees  of  a  high  school  developed  giardiasis  between 
2  and  23  November  1979.  Epidemiologic  investigation  im- 
plicated consumption  of  home-canned  salmon  that  was 
served  in  employees'  lounges  on  29  October.  The  wife  of  an 
employee  had  handled  the  salmon  briefly  while  transferring 
it  from  the  canning  jars  to  plastic  containers.  She  became  ill 
with  giardiasis  1 9  days  after  the  salmon  was  served  at  the 
school.  However,  before  transferring  the  salmon  she  had  dia- 
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pered  her  12-month-old  grandson.  He  was  subsequently 
shown  to  be  an  asymptomatic  carrier  of  Giardia  lamblia.  Al- 
though she  reported  washing  her  hands  after  diapering  her 
grandson,  she  was  observed  to  have  good  hygiene,  and  the 
typical  amount  of  salmon  consumed  by  employees  was  only 
about  one  tablespoon,  a  large  proportion  of  employees  who 
ate  the  salmon  became  ill.  Reported  outbreaks  of  food-borne 
giardiasis  are  uncommon.  However,  the  uncommoness  may 
be  due  more  to  the  long  and  variable  incubation  period, 
which  makes  recognition  of  an  outbreak  difficult,  than  to  the 
actual  frequency  of  their  occurrence. 

The  transmission  of  salmonellosis  by  food  handlers  has 
not  been  recognized  as  being  important.  However,  in  Sep- 
tember 1989.  an  outbreak  of  infection  with  Salmonella  enler- 
ilidis  occurred  in  patrons  and  employees  of  a  fast-food  restau- 
rant in  which  growth  of  Salmonella  on  implicated  food  items 
was  unlikely.  Transmission  took  place  over  a  9-day  period.  A 
single  employee  who  had  onset  of  gastrointestinal  illness  1 
day  before  the  first  reported  patron  exposures  was  identified. 
A  case-control  study  demonstrated  that  food  items  handled 
by  this  employee  were  associated  with  illness.  Rates  of  illness 
ranged  from  0.6%  to  2.9%  among  patrons  who  ate  during 
hours  that  the  employee  worked.  Other  employees  also  be- 
came ill  after  eating  food  handled  by  the  implicated  em- 
ployee. Transmission  of  illness  to  patrons  continued  after  the 
employee  stopped  working,  apparently  as  a  result  of  addi- 
tional infected  food  handlers  contaminating  sandwiches. 

Food  handlers  with  asymptomatic  or  mild  infections  with 
Shigella  sonnei  may  have  contributed  to  transmission  over  a 
1-month  period  in  an  outbreak  of  shigellosis  associated  with 
consumption  of  food  on  a  Minnesota-based  commercial  air- 
line. In  October  1988,  a  local  newspaper  reported  the  occur- 
rence of  diarrheal  illness  among  members  of  a  Minnesota- 
based  professional  football  team.  Results  of  a  cohort  study  of 
team  members  implicated  cold  sandwiches  prepared  in  the 
Twin  Cities  at  the  airline's  flight  kitchen.  Temperature  abuse 
of  the  sandwiches  between  their  preparation  on  Friday  and 
consumption  on  Sunday  probably  allowed  growth  of  Shigella 
and  resulted  in  the  relatively  high  attack  rate  among  football 
players. 

Subsequently,  confirmed  or  probable  shigellosis  was  iden- 
tified among  240  passengers  on  219  flights  to  24  states,  the 
District  of  Columbia,  and  four  countries  between  14  Sep- 
tember and  13  October.  An  outbreak-associated  strain  of  S. 
sonnei  was  isolated  from  football  players  and  accompanying 
stafT.  airline  passengers,  and  flight  attendants.  Thirty  (4.  \%) 
of  725  passengers  on  13  flights  with  confirmed  cases  had 
confirmed  or  probable  shigellosis.  We  estimated  that  at  least 
1 ,900  cases  of  shigellosis  occurred  among  airline  passengers 
during  this  outbreak.  Illness  was  associated  with  consump- 
tion of  cold  food  items  served  on  the  flights  and  prepared  by 
hand  at  the  airline's  flight  kitchen.  Food  items  were  likely 
contaminated  during  processing  by  one  or  more  food 
handlers  who  acquired  5.  sonnei  infection  in  the  community. 


The  larger  outbreak  was  recognized  only  because  of  the  out- 
break among  the  professional  football  team  members.  Given 
the  relatively  low  attack  rate  among  passengers  on  scheduled 
flights,  long  incubation  periods,  and  dispersion  of  ill  individ- 
uals, recognition  of  this  outbreak  (or  similar  outbreaks)  by 
routine  surveillance  methods  such  as  reporting  of  cases  of 
shigella  infection  to  the  CDC  would  have  been  virtually  im- 
possible. 

New  Methods  of  Food  Production 

Fresh  fruits,  vegetables,  and  other  cold  food  items  are  now 
being  mass  produced  and  distributed  through  large  and  com- 
plex networks  of  distribution.  The  size  and  complexity  of 
these  operations  can  greatly  magnify  the  public  health  signifi- 
cance of  food-borne  contamination. 

The  airline-associated  outbreak  of  shigellosis  is  a  case  in 
point.  The  flight  kitchen  prepared  100,000  meals  per  week 
in  an  assembly-line  fashion  in  a  modern  physical  plant.  Re- 
cipes and  practices  of  food  preparation  had  been  analyzed 
for  identification  of  potential  hazards.  Critical  points  to  con- 
trol these  hazards  were  identified  and  monitored.  This  use  of 
hazard  analysis  and  critical  control  point  evaluations  repre- 
sented the  state  of  the  art  in  food  safety.  However,  the  facility 
received  an  unsatisfactory  sanitation  rating,  and  major  defi- 
ciencies in  hand  washing  and  food  handling  practices  were 
noted. 

The  preparation  cycle  for  meals,  from  initial  preparation 
of  ingredients  to  service  on  the  airplane,  frequently  encom- 
passed 2  to  3  days.  The  distribution  of  job  responsibilities 
allowed  individual  food  handlers  to  handle  cold  food  items 
eaten  by  thousands  of  airline  passengers  and  airline  flight 
personnel.  Although  the  flight  kitchen  provided  a  sick  leave 
benefit,  employees  were  required  to  have  worked  90  days 
before  becoming  eligible  for  this  benefit.  The  median  dura- 
tion of  employment  for  8 1  food  handlers  who  were  inter- 
viewed was  10  months  (range,  I  week  to  6  years).  Several 
food  handlers  admitted  to  working  while  they  were  ill  with 
diarrhea.  However,  due  in  part  to  the  delay  in  recognition  of 
the  outbreak,  none  of  the  food  handlers  were  shown  to  be 
infected  with  S.  sonnei.  The  flight  kitchen  was  designed  to  be 
a  state-of-the-art  facility.  However,  an  apparent  failure  to 
adequately  train  and  supervise  food  handlers  on  the  produc- 
tion lines  led  to  the  occurrence  of  this  outbreak. 

In  the  modern  world  of  food  production  and  distribution, 
even  relatively  small  producers  become  part  of  large  and 
complex  networks  of  food  distribution.  This  type  of  distribu- 
tion network  can  magnify  the  outbreak  potential  of  events 
that  may  appear  to  be  highly  localized.  An  example  of  this  is 
a  multistate  outbreak  of  infections  with  S.javiana  and  Salmo- 
nella oranienburg  that  occurred  due  to  consumption  of  con- 
taminated mozzarella  cheese  and  shredded  cheese  products. 
As  with  the  fruit-  and  vegetable-associated  outbreaks  of  sal- 
monellosis, this  outbreak  was  only  identified  due  to  an  in- 
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creased  incidence  of  human  infection  with  an  unusual  Salmo- 
nella serotype  in  Minnesota.  After  an  initial  case-control 
study  implicated  cheese  as  the  source  of  the  outbreak,  a  sec- 
ond case-control  study  confirmed  that  cases  were  more  likely 
than  controls  to  have  consumed  mozzarella  cheese  manufac- 
tured at  a  single  cheese  plant  in  Wisconsin  or  cheese  that  had 
been  shredded  at  processing  plants  that  also  shredded  cheese 
manufactured  at  the  implicated  mozzarella  cheese  plant. 
The  outbreak-associated  strains  of  both  serotypes  were  iso- 
lated from  two  unopened  16-oz  blocks  of  mozzarella  cheese 
produced  at  the  implicated  plant.  The  most  probable  num- 
bers of  Salmonella  organisms  in  these  samples  were  0  36/ 1 00 
g  ( 1.6/lb)  and  4.3/100  g  ( 19.5/lb).  These  low  levels  of  con- 
tamination made  the  microbiological  assessment  of  cheese 
samples  very  difficult.  The  implicated  mozzarella  cheese 
plant  produced  and  distributed  —  5.25  million  lb  of  cheese 
between  March  and  May  1989.  It  went  bankrupt  in  May 
1989.  Although  this  plant  was  relatively  small  by  industry 
standards,  the  distribution  of  its  cheese  to  four  large  proces- 
sors who  subsequently  shred  it  and  thereby  contaminated 
cheeses  from  other  sources  led  to  a  widespread  outbreak  of 
salmonellosis. 

Implications  for  sporadic  or  low-level  contamination. 
During  the  1 950s,  food-borne  outbreaks  were  recognized  be- 
cause of  high  attack  rates,  short  incubation  periods,  and  their 
occurrence  in  defined  groups.  In  contrast,  mass-produced 
food  items  with  sporadic  or  low-level  contamination  m.iv  be 
distributed  to  thousands  of  people  living  hundreds  of  miles 
from  the  source.  These  outbreaks  typically  involve  low  at- 
tack rates,  often  <5%  among  those  consuming  the  implicated 
product.  However,  they  assume  major  importance  due  to  the 
very  large  numbers  of  persons  exposed  to  the  bulk  product 
produced.  The  human  consumer  appears  to  have  become  the 
ultimate  bioassay  for  low-level  or  sporadic  contamination  of 
our  food  supply.  Today,  contaminated  food  products  with  a 
level  of  contamination  capable  of  infecting  only  one  in 
1 0.000  exposed  persons  (infective  dose  [ID],  0.01  (take  on  as 
much  public  health  importance  as  those  with  an  ID50  of  yes- 
teryear. 

Atn  /(««/  technologies.  In  attempts  to  improve  the  conve- 
nience and  quality  of  foods  served  in  a  variety  of  settings, 
cook-freeze,  cook-chill,  and  minimally  processed  chilled 
foods  are  being  developed  and  distributed  The  potential  for 
these  foods  to  serve  as  vehicles  for  food-borne  disease  de- 
pends on  the  source  and  handling  of  the  product  as  well  as 
the  consumer.  In  October  1988,  32  cases  of  bloody  diarrhea 
or  culture-confirmed  infection  with  E.  eoli  OI57H7  were 
identified  among  1.562  students  at  a  junior  high  school  A 
case-control  study  revealed  that  cases  were  more  likely  than 
controls  to  have  eaten  precooked  hamburger  patties  in  the 
school  cafeteria  on  a  specific  day.  The  estimated  attack  rate 
among  students  who  ate  these  hamburgers  was  8%.  The  pat- 
ties should  have  'been,  sufficiently  cooked  by  the  manufac- 
turer so  that  enteric  pathogens  were  destroyed  before  they 


were  frozen  and  distributed.  Consumers  do  not  typically  con- 
sider these  products  uncooked  since  they  appear  to  be  similar 
to  other  precooked  deli  meats.  However,  E.  coli  organisms 
were  cultured  from  frozen  patties  that  were  manufactured  at 
the  same  plant  on  the  same  dates  as  the  implicated  patties, 
but  serotype  OI57:H7  was  not  isolated.  The  reason  for  lack 
of  cooking,  or  the  frequency  with  which  it  occurred,  was 
unclear.  This  outbreak  demonstrated  that  precooked  ham- 
burger patties  may  serve  as  vehicles  for  E.  coli  Ol  57:H7  in- 
fection During  a  12-month  period  in  1 986  and  1987,  more 
than  2  million  of  the  3.8  billion  lb  of  raw  hamburger  pro- 
duced in  the  United  States  were  heat  processed  before  distri- 
bution Despite  the  findings  of  our  investigation  of  this  out- 
break, there  are  currently  no  federal  or  state  regulatory 
standards  that  ensure  the  safety  of  heat-processed  uncured 
hamburger  patties. 

Products  of  microbial  fermentation  have  been  consumed 
by  humans  for  thousands  of  years.  Increasinglv.  highly  se- 
lected and  genetically  engineered  bacteria  and  fungi  are  be- 
ing used  in  the  development  of  new  products  and  manufac- 
turing processes.  In  1989,  we  documented  an  outbreak  of 
eosinophilia-myalgia  syndrome  (EMS),  a  recently  described 
disease  that  was  associated  with  such  a  product.  EMS  is  char- 
acterized by  marked  peripheral  eosinophilia  with  sclero- 
derma-like  features.  Cases  had  occurred  and  patients  had 
sought  medical  attention  for  several  years  before  physicians 
in  New  Mexico  and  Minnesota  reported  that  three  patients 
with  EMS  had  all  consumed  products  containing  tryptophan 
before  the  onset  of  their  illnesses.  Within  several  days  of 
recognizing  the  occurrence  of  a  cluster  of  such  cases  in  Min- 
nesota, we  completed  a  case-control  study  that  demonstrated 
an  association  between  consumption  of  products  with  tryp- 
tophan and  EMS.  Following  a  similar  study  in  New  Mexico 
and  a  reported  death  ofa  patient  with  EMS  in  New  York,  the 
FDA  ordered  a  recall  of  these  products.  Clinical  features  of 
the  illness  did  not  suggest  a  food-borne  etiology,  cases  were 
geographically  widespread,  the  outbreak  had  been  occurring 
for  >6  months  before  it  was  recognized,  epidemiologic  inves- 
tigation identified  the  source  of  the  outbreak,  and  the  out- 
break was  controlled  by  the  removal  of  tryptophan  from  the 
marketplace. 

Epidemiologic  investigations  implicated  consumption  of 
tryptophan  manufactured  hv  a  single  Japanese  company  as 
the  source  of  the  outbreak.  This  company  used  a  fermenta- 
tion process  involving  Bacillus  amyloliquefaciem  to  manu- 
facture tryptophan  Analysis  of  the  manufacturing  condi- 
tions according  to  the  retail  lot  demonstrated  an  association 
between  lots  consumed  by  individual  cases  and  the  use  of 
reduced  quantities  of  powdered  carbon  in  a  purification  step 
as  well  as  the  use  ofa  new  strain  of  B.  amyloliquefaciens 
(strain  V).  There  was  a  significant  correlation  between  the 
reduced  amount  of  powdered  carbon  used  during  manufac- 
turing and  the  use  of  the  new  bacterial  strain.  High-perfor- 
mance liquid  chromatography  ofthis  company's  tryptophan 
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demonstrated  one  absorbance  peak  that  was  present  in  nine 
of  1 2  retail  lots  used  by  cases  and  three  of  1 1  lots  used  by 
controls.  It  was  later  determined  that  the  structure  of  this 
peak  was  l,l'-ethylidenebis(tryptophan). 

Our  data  suggest  that  the  outbreak  in  1 989  was  caused  by 
tryptophan-containing  I .  I  '-ethylidenebis(tryptophan)  or  an- 
other unidentified  contaminant.  Furthermore,  the  impli- 
cated tryptophan  was  manufactured  by  a  single  company 
under  specific  operating  conditions  that  had  changed  shortly 
before  the  occurrence  of  the  outbreak.  Reduction  in  the  use 
of  powdered  carbon  may  have  allowed  more  of  the  etiologic 
agent  to  remain  in  the  final  product.  The  use  of  B.  amylo- 
liauefaciens  strain  V  may  have  produced  larger  quantities  of 
the  etiologic  agent  than  did  the  use  of  earlier  strains.  How- 
ever, studies  conducted  by  the  company  suggested  that  strain 
V  differed  from  previous  strains  only  in  its  genetically  en- 
hanced ability  to  synthesize  serine  and  5-phosphoribosyl- 1  - 
pyrophosphate.  The  role  of  genetically  altered  bacteria  in 
this  outbreak  is  not  presently  known  but  cannot  be  dis- 
counted. 


New  Infections  Agents 

With  each  decade  since  the  development  of  national  food- 
borne  disease  surveillance,  the  list  of  recognized  food-borne 
enteropathogens  has  expanded.  During  the  1960s.  C.  perfrin- 
gens  was  identified  as  a  food-borne  pathogen  of  major  signifi- 
cance. During  the  1 970s,  Norwalk  virus  was  identified  as  the 
primary  cause  of  outbreaks  of  acute  infectious  nonbacterial 
gastroenteritis  in  the  United  States.  During  the  1 980s,  Cam- 
pylobacter was  recognized  as  an  important  cause  of  out- 
breaks associated  with  the  consumption  of  raw  milk  and 
poultry,  and  L.  monocytogenes  and  E.  coli  0157:H7  were 
reported  as  food-borne  pathogens. 

E.  coli  OI57.H7.  The  emergence  of  a  new  pathogen  may 
have  regional,  national,  or  global  significance  depending  on 
the  nature  of  the  agent  and  how  and  where  it  enters  the  food 
supply.  Some  organisms  emerge  into  the  awareness  of  the 
medical  and  public  health  communities  because  investiga- 
tors begin  to  conduct  surveillance  and  laboratory  studies  to 
identify  them  (e.g..  Campylobacter,  Listeria).  E.  coli 
0 1 57:H7  and  other  verotoxin-producing  E.  coli  appear  to  be 
relatively  new  food-borne  pathogens  that  are  emerging  as 
major  public  health  problems.  Nationally,  the  first  outbreaks 
of  hemorrhagic  colitis  due  to  E.  coli  0 1 57:H7  were  reported 
in  1 983.  These  and  several  subsequently  reported  outbreaks 
were  associated  with  the  consumption  of  inadequately 
cooked  ground  beef.  In  addition  to  increasingly  frequent  re- 
ports of  food-borne  outbreaks  due  to  E.  colt Ol  57:H7  infec- 
tion, evidence  of  the  emerging  nature  of  this  pathogen  is 
demonstrated  by  surveillance  for  hemolytic-uremic  syn- 
drome (HUS). 

From  1979  through  1988,  1 17  patients  with  HUS  were 
identified  through  review  of  medical  records  from  all  hospi- 


tals in  Minnesota.  Four  children  died  and  27  suffered  serious 
complications  E.  coli  0 1 57:H7  was  isolated  from  1 3  (4b%) 
of  28  patients  whose  stool  was  submitted  for  examination  for 
this  pathogen.  The  incidence  of  HUS  increased  from  0.5 
cases  per  100,000  child-years  among  children  <18  years  of 
age  in  1979  (six  cases)  to  2.0  cases  per  1 00,000  child-years  in 
1988  (28  cases).  The  dramatic  increase  in  HUS  cases  sug- 
gests an  actual  increase  in  the  occurrence  off.  coli  0 1 57:H7 
during  this  period. 

E.  coli  Ol  57:H7  and  HUS  have  been  reportable  in  Minne- 
sota since  1 988.  The  number  of  cases  of  infection  with  E.  coli 
0157:H7  reported  to  the  Minnesota  Department  of  Health 
increased  from  48  in  1989  to  129  in  1992.  In  contrast,  the 
number  of  HUS  cases  reported  to  the  Minnesota  Depart- 
ment of  Health  decreased  from  28  in  1988  to  nine  in  1991 
and  1992.  We  believe  that  the  increase  in  cases  of  E.  coli 
OI57:H7  infection  that  was  concurrent  with  a  decrease  in 
HUS  cases  was  due  to  the  increasing  availability  of  labora- 
tory testing  for  E.  coli  OI57:H7  in  Minnesota  during  this 
period.  Nonetheless,  only  28%  of  major  clinical  microbiol- 
ogy laboratories  in  Minnesota  surveyed  during  1992 
screened  for  E.  coli  0 1 57:H7.  As  many  as  one-third  off.  coli 
O I  57  H7  infections  in  persons  who  sought  medical  attention 
and  from  whom  stool  specimens  were  collected  during  1992 
may  have  gone  unrecognized  due  to  lack  of  appropriate  labo- 
ratory testing  and  reporting.  Until  laboratories  routinely  cul- 
ture all  stool  specimens  for  E.  coli  OI57:H7,  until  E.  coli 
0157:H7  and  HUS  are  made  reportable  in  all  states,  and 
until  national  surveillance  is  implemented,  it  will  be  difficult 
to  evaluate  trends  in  the  occurrence  of  these  diseases  and  the 
impact  of  public  health  measures  to  reduce  their  occurrence. 

S.  enterilidis  and  eggs.  The  emergence  of  egg-associated 
5.  enterilidis  infection  in  the  United  States  demonstrates  that 
the  epidemiology  of  illness  caused  by  well-known  pathogens 
is  subject  to  change.  During  1988,  investigators  from  the 
CDC  and  several  eastern  state  health  departments  reported  a 
sevenfold  increase  in  the  rate  of  S.  enterilidis  infections  be- 
tween 1976  and  1986  in  the  northeastern  United  States.  In 
addition,  they  noted  a  large  increase  in  the  number  of  S. 
enterilidis  outbreaks  associated  with  the  consumption  of  eggs 
and  egg-containing  foods.  The  sources  of  eggs  associated 
with  a  number  of  these  outbreaks  were  traced  to  several  large 
farms  where  laying  hens  infected  with  S.  enterilidis  were 
identified. 

In  Minnesota,  where  5.  enterilidis  has  historically  been 
one  of  the  most  common  serotypes  of  Salmonella,  the  inci- 
dence of  reported  5.  enterilidis  infections  doubled  from  1 .0 
per  100.000  person-years  from  1980  to  1983  to  2.4  per 
100.000  person-years  from  1987  to  1990.  However,  no  egg- 
associated  outbreaks  of  salmonellosis  have  been  identified  in 
Minnesota.  A  case-control  study  of  adults  in  Minnesota  that 
was  conducted  during  1 989  and  1 990  demonstrated  that  spo- 
radic cases  of  both  S.  enterilidis  infection  and  Salmonella 
typhimurium  infection  were  more  likely  to  have  consumed 
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undercooked  eggs  or  egg-containing  foods  during  the  3  days 
before  the  onset  of  illness  than  were  controls  during  a  similar 
reference  period.  The  frequent  consumption  of  individual 
fried  eggs  by  cases  in  this  study  suggests  that  the  inoculum  in 
the  egg  at  the  moment  it  was  cracked  into  the  frying  pan  was 
sufficient  to  cause  infection.  The  proportion  of  reported  spo- 
radic cases  of  salmonellosis  among  adults  in  Minnesota  that 
were  attributable  to  the  consumption  of  undercooked  eggs 
was  37%  for  S.  enleriiidis  infection  and  16%  for  S  typhi  mu- 
rium infection.  Our  findings  demonstrate  that  eggs  are  an 
important  vehicle  for  S.  enleriiidis  and  S.  lyphimurium.  even 
in  the  absence  of  recognized  outbreaks,  and  may  have  a 
broader  role  in  the  epidemiology  of  human  salmonellosis. 

Food-borne  diseases  with  atypical  clinical  presentation. 
Three  separate  outbreaks  demonstrate  the  occurrence  of 
novel  food-borne  diseases  that  were  not  initially  suspected 
because  the  clinical  presentation  was  not  typical  of  food- 
borne  disease.  The  first  was  an  outbreak  of  Brainerd  diar- 
rhea, a  previously  undescribed  chronic  diarrhea  syndrome 
that  affected  122  residents  of  Brainerd.  Minnesota,  between 
December  1983  and  July  1984.  The  illness  lasted  at  least  I 
year  for  75%  of  cases  and  was  characterized  by  acute  onset. 
marked  urgency,  a  lack  of  systemic  symptoms,  and  a  failure 
to  respond  to  antimicrobial  agents.  Consumption  of  raw  milk 
from  a  single  dairy  was  associated  with  the  illness.  Extensive 
laboratory  examination  did  not  identify  an  eliologic  agent 
The  outbreak  went  unrecognized  for  6  months  before  clini- 
cians suspected  the  possibility  of  a  common  relationship  be- 
tween the  patients.  Following  the  description  of  this  out- 
break, numerous  other  outbreaks  in  the  United  States  that 
were  similar  in  epidemiology  were  recognized  to  have  oc- 
curred both  before  and  after  this  one  occurred.  In  addition  to 
raw  milk,  two  outbreaks  of  Brainerd  diarrhea  were  associated 
with  contaminated  water.  This  illness  appears  to  represent  a 
previously  unrecognized  but  important  clinical  entity 

Similarly,  an  outbreak  of  thyrotoxicosis  caused  by  the  con- 
sumption of  bovine  thyroid  glands  in  ground  beef  occurred 
between  April  1984  and  August  1985  among  residents  of 
southwestern  Minnesota  and  adjacent  areas  of  South  Dakota 
and  Iowa.  One  hundred  twenty-one  cases  were  identified 
through  surveillance  of  medical  clinics,  laboratories,  hospi- 
tals, and  physician's  offices.  A  case-control  study  implicated 
ground  beef  patties  prepared  from  neck  trimmings  from  a 
local  beef  slaughter  plant.  The  cause  of  the  outbreak  was 
confirmed  by  the  findings  of  bovine  thyroid  tissue  in  samples 
of  beef  trimmings  from  the  plant,  high  concentrations  of  thy- 
roid hormone  in  case  samples  but  not  in  control  samples  of 
ground  beef,  and  the  demonstration  of  prompt  increases  in 
concentrations  of  serum  thyroid  hormone  in  volunteers  who 
ate  the  implicated  ground  beef.  The  outbreak  ended  after 
gullet  trimming  was  discontinued  at  the  plant.  The  practice 
was  subsequently  prohibited  by  the  United  States  Depart- 
ment of  Agriculture  (USDA).  The  clinical  features  of  the 
illness  suggested  the  diagnosis  of  silent  thyroiditis,  and  it  is 


possible  that  sporadic  cases,  or  even  outbreaks,  of  thyrotoxi- 
cosis factitia  caused  by  this  mechanism  may  have  occurred  in 
the  past  but  were  not  recognized. 

A  final  outbreak  that  brings  together  many  of  the  issues 
previously  discussed  is  the  occurrence  of  EMS.  This  outbreak 
demonstrates  that  public  health  action  based  on  results  of 
epidemiologic  investigation  can  prevent  occurrence  of  dis- 
ease, eyen  when  the  specific  pathogens  or  other  causative 
agents  cannot  be  identified. 

The  occurrence  of  these  outbreaks  suggests  that  other  dis- 
eases in  our  communities  today  could  be  due  to  the  con- 
sumption of  contaminated  food  but  are  not  recognized  as 
such.  Thus,  general  disease  surveillance  and  outbreak  inves- 
tigations are  critical  to  understanding  the  pathogenesis  of 
disease. 


Food  Safety  Issues  for  the  1990s  and  Beyond 
Requirements  of  Public  Health  Surveillance 

Low-level  contamination  of  mass-produced  or  distributed 
food  products  poses  considerable  challenges  to  public  health 
surveillance  of  food-borne  disease.  Responding  to  these 
challenges  requires  redefining  infectious  disease  surveillance 
in  this  country  and  providing  the  infrastructure  support  to 
carry  out  that  surveillance  activity. 

Consumers  who  become  ill  (whether  related  to  airline 
food,  cantaloupes,  cheese,  tomatoes,  or  any  of  the  more 
common  vehicles  of  food-borne  disease)  and  clinicians  need 
to  be  aware  of  the  potential  for  food-borne  illness.  However, 
the  current  cost-containment  climate  in  health  care  may 
mean  that  clinicians  and  their  patients  will  be  less  likely  to 
request  or  obtain  appropriate  stool  samples  for  culture.  For 
any  surveillance  system  for  food-borne  disease  to  succeed, 
clinicians  must  act  on  their  clinical  suspicions  and  notify 
local  or  stale  health  departments.  In  addition,  the  public 
health  infrastructure  needs  to  be  capable  of  responding  to 
these  reports  by  providing  both  the  laboratory  resources  to 
confirm  the  agent  and  the  epidemiologic  resources  to  investi- 
gate the  potential  outbreak,  no  matter  how  small  or  localized 
it  may  seem.  As  demonstrated  by  airline-associated  shigello- 
sis, investigating  a  small  outbreak  may  be  the  key  to  identify- 
ing a  very  large  outbreak.  In  turn,  this  investigation  may  lead 
to  the  prevention  of  numerous  additional  cases  of  disease. 

Epidemiologists  must  work  with  laboratorians  to  develop 
new  detection  and  identification  methods,  evaluate  the  re- 
sults of  existing  methods,  and  increase  the  likelihood  for  the 
productive  use  of  limited  public  health  resources.  However, 
epidemiologists  should  not  be  constrained  by  the  lack  of  labo- 
ratory support  when  epidemiologic  results  provide  a  clear 
description  of  events  Epidemiologic  methods  may  be  inher- 
ently more  sensitive  than  bacteriologic  methods  in  identify- 
ing the  source  of  outbreaks  resulting  from  the  sporadic  or 
low-level  contamination  of  a  widely  distributed  food  prod- 
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UCt.  Therefore,  FDA  and  state  regulators  should  consider 
epidemiologic  results  as  sufficient  grounds  for  initiating  and 
determining  the  scope  of  product  recalls. 

Developing  and  maintaining  a  public  health  infrastructure 
capable  of  conducting  surveillance  for  food-borne  disease  is 
a  key  issue  of  food  safety  for  the  1990s.  As  described  above, 
the  epidemiologic  requirements  and  the  need  for  laboratory 
support  of  food-borne  disease  surveillance  are  substantial. 
However,  coordinated  surveillance  efforts  on  the  local,  state, 
and  national  levels  are  critical  for  detecting  changes  in  the 
occurrence  of  food-borne  disease.  Currently,  there  is  no  fed- 
eral categorical  support  for  food-borne  disease  such  as  there 
is  for  AIDS,  tuberculosis,  sexually  transmitted  diseases,  and 
vaccine-preventable  diseases.  As  new  agents  (such  as  E.  coli 
OI57:H7)  enter  the  food  supply,  as  the  scale  of  production 
of  cold  food  items  increases  (such  as  in  the  flight  kitchen 
involved  with  the  outbreak  of  shigellosis),  and  as  distribution 
networks  for  food  items  become  more  complex  (such  as  in 
the  distribution  of  cheese  contaminated  with  S.javiana  and 
S.  oranienburg),  a  dedicated  surveillance  system  is  needed  for 
identifying  problems  and  suggesting  potential  strategies  that 
will  control  and  prevent  similar  occurrences  in  the  future. 

The  American  diet  has  changed  in  response  to  concerns 
relating  diet  to  health.  The  increased  demand  for  fresh  fruits 
and  vegetables  has  increased  the  potential  for  exposure  to  a 
wide  variety  of  enteric  pathogens,  both  foreign  and  domestic. 
The  cumulative  magnitude  of  exposure  is  such  that  even  spo- 
radic or  low-level  contamination  of  individual  food  items 
results  in  a  significant  public  health  burden  of  enteric  dis- 
ease. Interventions  aimed  at  improving  hygienic  conditions 
in  the  production  of  fresh  fruits  and  vegetables  and  improv- 
ing food  handling  practices  on  the  part  of  individual  con- 
sumers may  reduce  the  risk  of  food-borne  disease  associated 
with  these  foods.  However,  the  use  of  new  technologies,  such 
as  irradiation  to  pasteurize  fruits,  vegetables,  and  raw  meat 
and  poultry  products,  may  play  a  critical  role  in  ensuring  the 
microbial  safety  of  the  food  supply  in  the  future. 


The  Consumer  and  Health  Education 

The  final  control  in  any  system  of  food  safety  is  the  con- 
sumer In  a  free  society,  individuals  may  choose  to  put  them- 
selves at  risk  for  food-borne  disease  by  eating  undercooked 
eggs  or  undercooked  hamburger  or  by  drinking  raw  milk. 
However,  the  public  health  community  should  strive  to  elimi- 
nate unexpected  hazards  and  make  risk-taking  choices  in- 
formed ones.  In  1969.  a  report  of  the  USDA  and  FDA  iden- 
tified eggs  as  an  important  source  of  Salmonella.  In  October 
1988,  the  Minnesota  Department  of  Health  and  the  Minne- 
sota Department  of  Agriculture  issued  a  joint  news  release 
advising  against  consumption  of  raw  eggs  because  of  the  risk 
of  acquiring  salmonellosis.  Despite  this  effort,  only  17%  of 
cases  and  14%  of  controls  enrolled  in  the  case-control  study 


of  sporadic  salmonellal  infections  during  1989  to  1990  iden- 
tified eggs  as  a  potential  source  of  Salmonella. 

Media  publicity  of  food-borne  disease  problems  can 
heighten  the  public's  awareness.  However,  information  does 
not  immediately  lead  to  behavior  change.  This  circumstance 
may  be  due  in  part  to  the  optimistic  view  that  people  have 
that  they  are  less  likely  to  develop  a  food-borne  illness  than  is 
someone  else.  Food  safety  officials  concerned  with  changing 
the  eating  behaviors  of  the  public  need  to  adapt  the  models 
of  behavior  change  that  have  helped  reduce  cardiovascular 
disease  risks  in  the  population,  particularly  as  they  relate  to 
diet. 

In  conclusion,  the  public  health  agenda  for  the  1990s 
must  include  a  comprehensive  review  of  food  safety.  We 
must  develop  and  support  new  regulatory  and  public  health 
programs  to  prevent  food-borne  disease  that  are  tailored  to 
the  unique  aspects  of  producing,  processing,  and  distributing 
food  in  the  1990s.  Those  of  us  in  the  public  health  field  must 
accept,  as  part  of  any  basic  public  health  program,  responsi- 
bility for  disease  surveillance,  and  we  must  pursue  the  neces- 
sary resources  for  rapid  investigation  of  potential  outbreaks. 
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Figure  C.1 .  Abstract  cover  graph  (adapted  from  Bean  and  Grtffln.  1990;  Bean.  pars,  com., 
1994).  Percentage  of  foodborne  disease  outbreaks  with  known  vehicle 
associated  with  beef,  pork,  and  shellfish,  by  year,  1973-1991.  Variation  in 
vehicles  tor  foodborne  pathogens  over  time  Is  caused  by  several  factors, 
which  include 

•  random  fluctuations  in  pathogen  detection  because  only  a  fraction  of  all 
outbreaks  are  reported, 

•  improvement  in  test  sensitivity  and  epidemiology  that  enables  new 
foodborne  pathogens  to  be  identified  or  Increases  the  probability  of 
pathogen  detections, 

•  changes  in  production,  processing,  marketing,  and  consumption 
practices  that  alter  human  exposure  over  time, 

•  evolutionary  changes  in  pathogens  and  alteration  in  their  econtches 
causing  different  foods  to  become  pathogen  vehicles  at  different  times, 
and 

•  regulatory  actions  successful  in  controlling  pathogens  and  reducing  the 
incidence  from  particular  food  sources. 

See  Bean  and  Griffin  (1990)  for  more  detail  about  annual  variations  In 
pathogen-food  relationships.  The  1988-1991  data  was  provided  by  Dr.  Nancy 
H.  Bean,  Centers  for  Disease  Control  and  Prevention,  Atlanta,  Georgia. 


477 

Task  Force  Members 


Peggy  M.  Foegeding  (Cochair),  Department  of  Food  Science,  North  Carolina  State  University,  Raleigh 

Tanya  Roberts  (Cochair),  U.S.  Department  of  Agriculture,  Economic  Research  Service,  Washington,  D.C. 

John  Bennett,  Carter  Center,  Emory  University,  Atlanta,  Georgia 

Frank  L.  Bryan,  Food  Safety  Consultation  and  Training,  Lithonia,  Georgia 

Dean  O.  Cliver,  Food  Research  Institute,  University  of  Wisconsin,  Madison 

Michael  P.  Doyle,  Center  for  Food  Safety  and  Quality  Enhancement,  Georgia  Experiment  Station, 
University  of  Georgia,  Griffin 

Ruth  Firstenberg  Eden,  DIFCO  Labs,  Ann  Arbor,  Michigan 

Russell  S.  Flowers,  Silliker  Labs.,  Inc.,  Chicago  Heights,  Illinois 

Carol  Tucker  Foreman,  Foreman  and  Heidepriem,  Washington,  DC. 

Bennett  Lorber,  Section  on  Infectious  Diseases,  Temple  University,  Philadelphia,  Pennsylvania 

Joseph  M.  Madden,  Division  of  Microbiology,  Food  and  Drug  Administration,  Washington,  D.C. 

Joan  B.  Rose,  College  of  Public  Health,  University  of  South  Florida.  Tampa 

James  L.  Smith,  Microbial  Food  Safety  Unit,  Eastern  Regional  Research  Unit,  Philadelphia,  Pennsylvania 

Ewen  C.  D.  Todd,  Bureau  of  Microbial  Hazards,  Health  Protection  Branch,  Sir  Frederick  G.  Banting 
Research  Centre,  Ottawa,  Ontario,  Canada 

Marleen  M.  Wekell,  Seafood  Products  Research  Center.  Food  and  Drug  Administration,  Bothell, 
Washington 


478 

Contents 


Interpretive  Summary 

Task  Force  Findings,  1 

Recommendations  for  Reducing  Foodborne  Illness,  1 


Summary 

Charge  to  the  Task  Force,  3 

Task  Force  Findings,  3 

Task  Force  Recommendations,  4 


1  Introduction  7 

Introduction,  7 
Risk  Assessment,  7 

2  Disease  Characterization:   Hazard  Identification 10 

Introduction,  10 

Classification  of  Pathogenic  Microorganisms,  16 

Viruses,  16 

Bacteria,  16 

Parasitic  Protozoa,  17 

Other  Parasites,  17 
Foodborne  Infections,  17 
Foodborne  Toxicoinfections,  19 
Foodborne  Intoxications,  19 

3  Dose  Response  Assessment 21 

Introduction,  21 

Components  of  the  Digestive  Tract,  21 

Introduction,  21 

The  Digestive  Tract,  21 

Defense  Mechanisms,  22 

When  Defenses  Fail,  23 
Components  of  the  Defense  System  and  Attributes  of  Pathogens  to  Avoid  Host  Defenses.  23 

Stomach  pH,  23 

The  Intestinal  Immune  System,  24 

The  Intestinal  Flora,  24 

Bile  Acids,  25 

Enzymes,  25 
High-Risk  Populations,  25 
Doses  Causing  Infection  and  Illness,  26 

Predictions  of  Infection  Based  Upon  Probability  Models.  26 

Estimates  of  Doses  Needed  to  Cause  Illness,  29 
Severity  of  Illness,  29 
Concurrent  Infections  and  Immunity,  30 
Estimates  of  Death  Rates,  30 


479 


4  Exposure  Assessment 31 

Introduction,  31 

Prevalence  of  Pathogens  in  Foods,  32 

Growth  and  Survival  of  Pathogens  and  Persistence  or  Destruction  of  Toxins  in  Foods,  35 

5  Risk  Characterization:  Estimated  Numbers  of  Illnesses  and  Deaths 40 

Sources  of  Data  on  Acute  Foodborne  Illnesses,  40 

CDC  Foodborne  Outbreak  Data,  40 

CDC  Laboratory-Based  Surveillance  Data,  41 

CDC  Sentinel  County  Studies,  43 

Summary  of  Data  Sources,  43 

Medical  Data  Indicating  Infection  by  Foodborne  Microorganisms,  43 

Expert  Opinion,  44 

Risk  Models,  47 

Limitations  of  Data  Sources,  47 
Data  on  Chronic  Foodborne  Illnesses,  48 

Chronic  Sequelae  of  Toxoplasmosis,  48 

Arthritis  as  a  Sequela  from  Foodborne  Pathogens,  49 

Hemolytic  Uremic  Syndrome  as  a  Result  of  Escherichia  coli  0157:H7  Infection,  49 

Guillain-Barre  Syndrome  Preceded  by  Campylobacter  Infections,  50 
Discussion  and  Conclusions,  51 

6  Risk  Characterization:   Economic  Costs  of  Foodborne  Diseases 53 

Introduction,  53 

The  Cost-of-Illness  Method,  54 

Cost-of-Illness  Estimates  in  the  Literature,  54 
Willingness-to-Pay  for  "Safer"  Food,  57 
Discussion,  60 

7  Prevention  of  Foodborne  Illness 61 

Introduction,  61 

Voluntary  Food  Industry  Controls,  61 

Surveillance  of  Diseases,  61 

Surveillance  of  Food  Establishment  Workers,  63 

Surveillance  of  Feeds,  Ingredients,  and  Foods,  65 

Surveillance  of  Physical  Facilities  and  Equipment,  66 

Surveillance  of  Operations  from  Farm  to  Food  Preparation,  66 

Training,  68 

Education,  68 

Regulatory  Approaches,  69 

Future  Trends  and  Food  Control  Opportunities,  70 

Appendix  A:    Acronyms  and  Symbols 73 

Acronyms,  73 

Frequently  Used  Symbols,  73 

Appendix  B:    Glossary 74 

Literature  Cited  76 

Index 84 


480 

Figures 


C.l  Abstract  cover  graph.  Variation  over  time  in  vehicles  for  foodborne  pathogens  is  caused  by  several 
factors,  ii 

2.1  A  classification  of  foodborne  diseases,  10 

3.1  The  organs  and  selected  antimicrobial  components  or  properties  of  the  gastrointestinal  tract.  22 

3.2  Diagram  of  the  layers  of  the  small  intestine,  22 

3.3  A  villus  from  the  small  intestine  with  adjacent  crypt  showing  cellular  diversity  and  perfusion.  23 

3.4  The  probability  of  developing  infection  based  on  exposure  and  infectivity  of  the  pathogen  ingested. 

28 

5.1  Sequential  events  in  investigating  a  typical  outbreak  of  foodborne  illness,  41 

5.2  Estimated  cases  and  severity  outcomes  for  Escherichia  coli  0157:H7  infections,  50 
6.1  Foodborne  disease,  exposure,  and  types  of  costs,  53 

7.1  Foodborne  disease  surveillance  and  intervention  points,  64 

7.2  Possible  Hazard  Analysis  Critical  Control  Point  ( HACCP)  goals,  67 


vi 


481 

Tables 


1.1  Decades  in  which  selected  microbiological  agents  were  recognized  as  causing  foodborne  disease,  7 

2.1  Characteristics  of  foodborne  organisms  and  toxins.  11 

2.2  Certain  foodborne  infections  and  their  complications,  18 

3.1  Populations  sensitive  to  foodborne  disease  in  the  United  States,  25 

3.2  Factors  increasing  the  risk  of  foodborne  infection  or  the  severity  of  illness,  27 

3.3  Risks  of  infection,  morbidity,  and  mortality  for  consumption  of  viral-contaminated  raw  shellfish  for 

a  single  exposure,  28 

4.1  Selected  illustrations  of  the  prevalence  of  pathogens  or  potential  pathogens  in  foods,  33 

4.2  Factors  enhancing  shellfish-transmitted  viral  disease,  35 

4.3  Survival  and  growth  of  pathogens  or  potential  pathogens  in  foods,  37 

5.1  Actual  foodborne  disease  outbreaks,  cases,  and  deaths,  by  etiologic  agent  reported  to  CDC,  42 

5.2  Salmonellosis  data  from  Centers  for  Disease  Control  (CDC)  sources,  number  of  annual  cases,  43 

5.3  Patients  discharged  from  hospitals,  by  category  of  disease  likely  to  have  been  foodborne,  45 

5.4  Summary  of  sequential  artifacts  in  Salmonella  surveillance,  45 

5.5  Best  estimates  of  the  annual  cases  and  deaths  for  specific  foodborne  diseases  in  the  United  States.  46 

5.6  Advantages  of  data  sets,  48 

5.7  Impairments  caused  by  congenital  toxoplasmosis  in  prospective  studies,  48 

6.1.  Landefeld  and  Seskin's  formula  for  estimating  the  value  of  a  statistical  life  lost,  54 

6.2.  Cost  estimates  for  medical  expenses  and  value  of  lost  productivity  from  intestinal  infectious  diseas- 

es, 55 

6.3  Estimated  annual  costs  of  listeriosis  illnesses  and  deaths.  55 

6.4  Estimated  annual  incidences  of  Escherichia  colt  0157  H7  illness  and  costs,  56 

6.5  Medical  costs  and  productivity  losses  estimated  for  foodborne  pathogens,  56 

6.6  Total  cost  of  foodborne  disease  in  the  United  States.  58 

7.1  Home,  food  service  establishment,  and  food  proce>sing  plant  factors  contributing  to  the  occurrence 
of  outbreaks  of  foodborne  disease,  63 

7  2  Data  needed  for  estimating  microbial  health  risks.  64 

vii 


482 


Foreword 


Following  a  recommendation  by  the  CAST  Nation- 
al Concerns  Committee,  the  CAST  Board  of  Directors 
authorized  preparation  of  a  report  addressing  risks 
associated  with  foodborne  pathogens. 

Dr.  Peggy  F.  Foegeding,  professor,  Department  of 
Food  Science,  North  Carolina  State  University,  Ra- 
leigh, and  Dr.  Tanya  Roberts,  Economic  Research 
Service,  U.S.  Department  of  Agriculture,  served  as 
cochairs  of  the  task  force.  A  highly  qualified  group  of 
scientists  was  chosen  to  serve  as  authors  and  includes 
persons  with  expertise  in  economics,  epidemiology, 
food  safety,  food  science,  infectious  diseases,  the  law, 
medicine,  microbiology,  and  public  health. 

The  authors  met  and  prepared  an  initial  draft  of 
the  report.  A  meeting  of  a  subcommittee  of  the  task 
force  and  scientists  at  the  Centers  for  Disease  Con- 
trol and  Prevention  in  Atlanta,  Georgia  resulted  in 
additional  data  being  included  in  the  report.  A  meet- 
ing of  authors  attending  the  Institute  of  Food  Tech- 
nologists' annual  meeting  in  Atlanta,  Georgia  in  June 
1994  was  held  to  discuss  the  final  draft.  All  authors 
assisted  in  revising  all  drafts  and  reviewing  the 
proofs.  The  CAST  Executive  and  Editorial  Review 
committees  reviewed  the  final  draft.  The  CAST  staff 
provided  editorial  and  structural  suggestions  and 
published  the  report.  The  chairs  and  authors  are  re- 
sponsible for  all  scientific  content  in  the  report. 

On  behalf  of  CAST,  we  thank  the  authors  who  gave 
of  their  time  and  expertise  to  prepare  this  report  as 
a  contribution  of  the  scientific  community  to  public 


understanding  of  the  issues.  Also,  we  thank  the  em- 
ployers of  the  authors  who  made  the  time  of  these 
individuals  available  at  no  cost  to  CAST.  The  mem- 
bers of  CAST  deserve  special  recognition  because  the 
unrestricted  contributions  they  have  made  in  support 
of  the  work  of  CAST  have  financed  the  preparation 
and  publication  of  this  report. 

This  report  is  being  distributed  to  members  of  Con- 
gress, the  U.S.  Department  of  Agriculture,  the  Food 
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Control  and  Prevention,  the  Congressional  Research 
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reproduced  in  its  entirety  without  permission  If  cop- 
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would  be  appreciated. 
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Interpretive  Summary 


The  Council  for  Agricultural  Science  and  Technol- 
ogy (CAST)  created  a  task  force  to  determine  the  state 
of  knowledge  about  U.S.  foodborne  disease  risks. 

Task  Force  Findings 

•  A  comprehensive  system  of  assessing  the  risks  of 
human  illness  from  microbial  pathogens  in  the 
food  supply  has  yet  to  be  devised.  Although  the 
microbial  foodborne  disease  burden  of  the  Unit- 
ed States  is  not  known  with  accuracy,  estimates 
from  the  literature  indicate  and  the  general  con- 
sensus of  CAST  task  force  members  is  that  cases 
likely  range  from  6.5  million  to  33  million  annu- 
ally and  that  deaths  may  be  as  high  as  9,000  an- 
nually. 

•  Although  foods  of  animal  origin  most  often  are 
identified  as  the  vehicles  of  foodborne  disease  out- 
breaks reported  to  the  Centers  for  Disease  Con- 
trol and  Prevention  f  CDC ),  a  wide  variety  of  foods 
are  associated  with  foodborne  illness. 

•  No  agreed-upon  method  for  setting  food  safety 
priorities  exists. 

•  It  is  difficult  to  use  available  statistics,  which  are 
based  on  all  routes  (including  nonfoodborne)  of 
infection  or  intoxication,  to  identify  the  foodborne 
component  of  total  human  illness. 

•  Control  methods  affect  specific  pathogens  and 
toxins  differently;  no  one  method  will  eliminate 
all  pathogens  and  their  toxins  from  the  food 
chain.  Pathogens  or  their  toxins  may  be  con- 
trolled by  preventing  their  entry  into  the  food,  by 
reducing  the  amount  present,  or  by  destroying 
that  which  is  present. 

•  Application  of  hazard  analysis  critical  control 
point  ( HACCP )  systems  can  reduce  the  likelihood 
of  foodborne  illness.  The  efficacy  of  a  HACCP  sys- 
tem depends  on  the  rigor  and  consistency  with 
which  it  is  designed  and  implemented  and  the  use 
of  (a)  critical  control  point(s)  that  will  control 
pathogens. 


Recommendations  for  Reducing 
Foodborne  Illness 

1.  We  recommend  that  food  safety  policy  be 
based  on  risk  assessment  using  all  available 
data  for  acute  and  chronic  foodborne  disease. 

2.  We  recommend  that  the  food  safety  infor- 
mation database  be  expanded  to  provide  more 
complete  information  on  the  incidence  of  food- 
borne disease  by  pathogen  and  by  food. 

3.  Recognizing  that  advances  in  knowledge  of  food- 
borne disease  prevention  and  control  are  essen- 
tial to  advancing  food  safety,  we  recommend 
that  vigorous  fundamental  and  applied  re- 
search efforts  related  to  food  safety  be  en- 
couraged and  supported. 

4.  We  recommend  that  new  rapid,  reliable, 
sensitive,  and  economical  methods  contin- 
ue to  be  developed  to  allow  fast  and  accu- 
rate detection  of  hazardous  organisms  and 
their  toxins. 

5.  We  recommend  that  continued  rigorous  ep- 
idemiological studies  be  conducted  to  assist 
in  establishing  the  cause  of  illness  and  ef- 
fect of  the  occurrence  of  a  particular  patho- 
gen or  toxin. 

6.  We  acknowledge  that  both  dose  response  and 
minimum  infective  or  intoxicating  dose  are 
difficult  types  of  data  to  accumulate  yet  we  rec- 
ommend that,  to  the  extent  possible,  these  data 
and  doses  be  determined  or  estimated. 

7.  We  recommend  that  estimates  of  (a)  num- 
bers of  acute  illnesses,  chronic  illnesses, 
and  deaths;  (b)  costs  of  foodborne  diseases; 
(c)  severity  of  illnesses;  and  (d)  duration  of 
chronic  illnesses  be  improved. 

8.  We  recommend  that  research  be  conducted 
on  the  mechanisms  of  chronic  illnesses  with 
which  foodborne  pathogens  are  associated,  so 
that  appropriately  targeted  detection  and  control 
strategies  can  be  developed. 

9  We  recommend  that  research  be  conducted 
to  identify  foods  likely  to  be  associated  with 
specific  pathogens  or  toxins,  and  to  estab- 
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lish  risk  minimization  controls.  Whether 
new  processing  methods  create  an  environmen- 
tal niche  for  pathogens  should  be  determined. 

10.  We  recommend  that  populations  at  high 
risk  for  opportunistic  pathogens  causing 
acute  or  chronic  illnesses  be  identified  and 
that  special  control  programs  be  tailored  to 
inform  these  populations  of  their  high-risk 
status  so  that  they  can  protect  themselves. 

1 1 .  We  recommend  that  consumers  be  allowed 
choices  in  the  types  of  food  available  to  them 
yet  be  made  aware  of  their  relative  risk  status, 
including  their  risks  of  acute  as  well  as  chronic 
illnesses. 

12.  We  recommend  that  federal  food  safety  reg- 


13. 


14 


ulations  be  modified  to  reflect  that  zero  risk 
of  foodborne  illness  is  not  possible. 
We  recommend  that  food  safety  goals  and 
priorities  be  set  so  that  resources  may  be  al- 
located and  targeted  appropriately. 
We  recommend  that  control  practices  be 
applied  from  food  source  to  consumption, 
including  the  incorporation  of  HACCP  principles. 
New  scientific  advances  should  be  incorporated 
into  control  practices. 
15.  Given  that  risk  communication  is  critical  because 
zero  risk  is  impossible,  we  recommend  that  the 
public  be  well  educated  regarding  safe  food 
handling  and  the  relative  and  changing  risk 
status  of  individuals. 
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Charge  to  the  Task  Force 

In  1983,  the  National  Research  Council  (NRC)  rec- 
ommended that  risk  assessment  procedures  be  ap- 
plied to  strengthen  the  scientific  basis  of  risk  deci- 
sions within  the  government.  Risk  assessment,  risk 
management,  and  risk  communication  are  the  three 
components  of  risk  analysis.  In  1985,  the  NRC  rec- 
ommended that  microbial  pathogen  risk  assessment 
be  the  foundation  for  the  nation's  meat  and  poultry 
inspection  system.  In  1989,  the  Council  for  Agricul- 
tural Science  and  Technology  (CAST)  created  a  task 
force  to  determine  the  state  of  knowledge  about  U.S. 
foodborne  disease  risks.  Recently  several  groups  have 
emphasized  the  need  for  foodborne  disease  risk  as- 
sessment, and  improvements  based  on  a  risk  assess- 
ment approach  have  been  proposed  (Bromley,  1993; 
Hathaway,  1994;  U.S.  General  Accounting  Office, 
1992). 

The  CAST  task  force  framed  the  issue  by  address- 
ing the  following  questions: 

•  What  types  of  human  health  risks  are  associat- 
ed with  microbial  pathogens  in  food? 

•  What  foods  harbor  these  pathogens  and  are  the 
causes  of  human  disease? 

•  How  many  acute  microbial  foodborne  illnesses 
and  deaths  occur  annually? 

•  How  many  chronic  human  illnesses  and  deaths 
are  caused  by  foodborne  pathogens? 

•  What  are  the  economic  costs  of  these  foodborne 
diseases  annually? 

•  Are  risk  assessment  databases  adequate  or  are 
improvements  needed  to  reduce  uncertainty 
about  the  incidence  of  acute  and  chronic  food- 
borne diseases? 

•  What  preventive  actions  will  reduce  the  incidence 
and  severity  of  microbial  foodborne  disease? 


Task  Force  Findings 

A  comprehensive  system  of  assessing  the  risks  of 
human  illness  from  microbial  pathogens  in  the 
food  supply  has  yet  to  be  devised. 


The  Centers  for  Disease  Control  and  Preven- 
tion's (CDC)  foodborne  surveillance  system  is 
limited  by  the  data  it  receives  from  state  de- 
partments of  health  and  other  sources  and 
thus  reports  only  a  fraction  of  foodborne  dis- 
ease outbreaks. 

In  1994,  the  Council  of  State  and  Territorial 
Epidemiologists  pointed  out  that  final  deci- 
sions regarding  foodborne  disease  surveillance 
are  made  by  each  state  and  that  12  states  have 
no  surveillance  staff  assigned  to  monitor  food 
related  or  waterborne  pathogens;  thus,  out- 
breaks are  unlikely  to  be  reported  from  these 
states. 

The  last  systematic  CDC  study  to  estimate  the 
actual  incidence  of  foodborne  bacterial,  viral, 
and  parasitic  infections  was  conducted  in  1983 
and  relied  greatly  on  expert  judgment  ( Bennett 
et  al.,  1987;  Voelker,  1994).  A  new  study  is 
needed  urgently. 

Trends  in  the  CDC's  reported  foodborne  out- 
breaks may  not  reflect  changes  in  actual  cas- 
es accurately.  New  pathogens  always  are  un- 
derreported  because  testing  procedures  are 
nonstandardized  or  have  not  been  developed, 
or  because  doctors  tend  to  request  tests  for  fa- 
miliar pathogens.  For  Campylobacter  jejuni, 
the  causes  of  reported  outbreak  cases  and  of 
sporadic  cases  not  reported  but  detected  by 
special  investigations  differ.  Similar  differenc- 
es may  exist  for  other  pathogens. 
For  some  illnesses,  it  may  take  thousands  of 
cases  for  an  outbreak  causing  diarrheal  illness 
randomly  in  a  large  urban  area  to  be  detected 
by  public  health  authorities  ( Berkelman  et  al. . 
1994). 

Any  assessment  based  solely  on  currently 
known  pathogens  and  disease  syndromes  like- 
ly is  incomplete.  New  etiologies  continue  to  be 
added  as  the  science  base  expands,  but  nearly 
half  of  the  recorded  outbreaks  and  cases  still 
are  of  unknown  etiology  (Bean  et  al.,  1990a. 
1990b). 
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Although  the  microbial  foodborne  disease  burden 
of  the  United  States  is  not  known  with  accuracy, 
estimates  from  the  literature  indicate  and  the 
general  consensus  of  CAST  task  force  members 
is  that  cases  likely  range  from  6.5  million  to  33 
million  annually  and  that  deaths  may  be  as  high 
as  9,000  annually  (the  CDC  estimates  that  there 
are  9,000  microbial  foodborne  deaths  annually). 

2.  Although  foods  of  animal  origin  most  often  are 
identified  as  the  vehicles  of  foodborne  disease  out- 
breaks reported  to  the  CDC.  a  wide  variety  of 
foods  are  associated  with  foodborne  illness  ( Bean 
etal.,  1990a,  1990b). 

3.  No  agreed-upon  method  for  setting  food  safety 
priorities  exists.  The  U.S.  Health  and  Human 
Service's  Healthy  People  2000  report  used,  with- 
out a  clear  definition,  both  case  number  and  se- 
verity to  set  targets  for  Campylobacter  jejuni,  Es- 
cherichia coli  0157:H7,  Listeria  monocytogenes, 
and  Salmonella  enteritidis  (U.S.  Department  of 
Health  and  Human  Services,  1991). 

4.  It  is  difficult  to  use  available  statistics,  which  are 
based  on  all  routes  (including  nonfoodborne)  of 
infection  or  intoxication,  to  identify  the  foodborne 
component  of  total  human  illness. 

5.  Pathogens  and  their  toxins  can  enter  the  food 
chain  at  any  point  from  the  farm  to  the  kitchen. 
Pathogens  or  toxins  may  be  present  on  raw  food- 
stuffs or  may  be  introduced  into  the  food  by  con- 
tamination in  the  postharvest  environment,  e.g., 
by  processing  plant  workers  or  by  foodhandlers. 
The  ability  to  survive,  to  grow,  and  to  produce  tox- 
in and  the  persistence  of  active  toxins  are  conse- 
quences of  organism,  environment,  and  treat- 
ment process.  Thus,  methods  to  prevent  or  to 
control  pathogens  differ  and  may  involve  exclud- 
ing contaminated  feed  and  food  ingredients,  prac- 
ticing good  sanitation,  refrigerating,  cooking,  or 
irradiating.  Control  methods  affect  specific  patho- 
gens and  toxins  differently;  no  one  method  will 
eliminate  all  pathogens  and  their  toxins  from  the 
food  chain.  Pathogens  or  their  toxins  may  be  con- 
trolled by  preventing  their  entry  into  the  food,  by 
reducing  the  amount  present,  or  by  destroying 
that  which  is  present. 

6.  Application  of  hazard  analysis  critical  control 
point  ( HACCP )  systems  can  reduce  the  likelihood 
of  foodborne  illness.  Control  systems  must  recog- 
nize the  diversity  and  the  variability  of  patho- 
gens, the  vagaries  of  detection,  and  the  wide 
range  of  control  options.  The  cost  and  efficacy  of 
HACCP  systems  differ  considerably,  and  creative 


solutions  may  be  pathogen-specific.  In  each  in- 
stance, the  efficacy  of  a  HACCP  system  depends 
on  the  rigor  and  consistency  with  which  it  is  de- 
signed and  implemented  and  the  use  of  (a)  criti- 
cal control  point(s)  that  will  control  pathogens. 

Task  Force  Recommendations 

The  task  force  acknowledges  that  zero  risk  of  food- 
borne illness  is  neither  possible  nor  practical.  We  of- 
fer the  following  recommendations  for  reducing  food- 
borne illness. 

1.  We  recommend  that  food  safety  policy  be 
based  on  risk  assessment  using  all  available 
data  for  acute  and  chronic  foodborne  disease. 

2.  We  recommend  that  the  food  safety  infor- 
mation database  be  expanded  to  provide  more 
complete  information  on  the  incidence  of  food- 
borne disease  by  pathogen  and  by  food  risk  as- 
sessment use.  The  database  should  be  accessible 
through  a  computer  network  to  all  potential  us- 
ers ( public  health  officials,  regulatory  authorities, 
food  companies,  food  safety  scientists,  and  oth- 
ers). The  CDC  should  take  the  lead  in  creating 
the  new  database  with  input  from  the  Food  Safety 
Inspection  Service  (FSIS);  the  U.S.  Food  and 
Drug  Administration  (FDA);  state  departments 
of  health;  and  other  individuals  or  organizations, 
e.g.,  the  database  should  include  consumer  illness 
complaints  and  survey  data.  This  integrated  da- 
tabase would  allow  identification  of  the  points  at 
which  pathogens  occur  in  the  food  chain  and 
would  facilitate  identification  of  pathogen  control 
points,  estimation  of  control  option  costs,  and 
tracking  of  intervention  success  in  terms  of  re- 
duced human  illness  and  death. 

3.  Recognizing  that  advances  in  knowledge  of  food- 
borne disease  prevention  and  control  are  essen- 
tial to  advancing  food  safety,  we  recommend 
that  vigorous  fundamental  and  applied  re- 
search efforts  related  to  food  safety  be  en- 
couraged and  supported.  Research  on  the  bi- 
ology and  the  ecology  of  pathogens  is  especially 
important  in  areas  such  as  microbial  ecology  of 
pathogenic  bacteria  and  viruses;  genetic  trans- 
fer of  virulence  determinants;  mechanisms  of  vir- 
ulence; potential  of  growth  conditions  to  enhance 
virulence;  sensitivities  of  pathogens  and  toxins 
to  control  procedures;  activities  and  responses  of 
organisms  in  natural  environments,  e.g.,  biofilms 
in  processing  facilities;  and  applications  of  cur- 
rent technologies  for  tracking  organisms  in  the 
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environment  and  in  epidemiological  investiga- 
tions. 

4.  We  recommend  that  new  rapid,  reliable, 
sensitive,  and  economical  methods  contin- 
ue to  be  developed  to  allow  fast  and  accu- 
rate detection  of  hazardous  organisms  and 
their  toxins.  This  objective  is  especially  impor- 
tant for  detection  of  viruses  in  food,  environmen- 
tal, and  fecal  samples  because  viral  detection 
methods  are  inadequate. 

5.  We  acknowledge  that  epidemiological  studies  to 
link  incidence  of  a  foodborne  pathogen  to  illness 
will  be  increasingly  important  as  detection  meth- 
od sensitivity  for  pathogens  or  for  their  toxins  in- 
creases. Therefore,  we  recommend  continued 
rigorous  epidemiological  studies  to  assist 
in  establishing  cause  of  illness  and  effect  of 
the  occurrence  of  a  particular  pathogen  or 
toxin. 

6.  We  acknowledge  that  both  dose  response  and 
minimum  infective  or  intoxicating  dose  are 
difficult  types  of  data  to  accumulate  (because  the 
use  of  human  volunteers  is  unacceptable)  yet  we 
recommend  that,  to  the  extent  possible,  these 
data  and  doses  be  determined  or  estimates 
be  improved  using  data  from  well-documented 
outbreaks. 

7.  We  recommend  that  estimates  of  (a)  num- 
bers of  acute  illnesses,  chronic  illnesses, 
and  deaths;  (b)  costs  of  foodborne  diseases; 
(c)  severity  of  illnesses;  and  (d)  duration  of 
chronic  illnesses  be  improved. 

8.  We  recommend  that  research  be  conducted 
on  the  mechanisms  of  chronic  illnesses  with 
which  foodborne  pathogens  are  associated,  so 
that  appropriately  targeted  detection  and  control 
strategies  can  be  developed. 

9.  We  recommend  that  research  be  conducted 
to  identify  foods  likely  to  be  associated  with 
specific  pathogens  or  toxins,  i.e.,  high-risk 
foods  such  as  raw  foods  of  animal  origin,  and  to 
establish  risk  minimization  controls. 
Whether  new  processing  methods  create  an  en- 
vironmental niche  for  pathogens  should  be  deter- 
mined. 

10.  We  recommend  that  populations  at  high 
risk  for  opportunistic  pathogens  causing 
acute  or  chronic  illnesses  be  identified  and 
that  special  control  programs  be  tailored  to 
inform  these  populations  of  their  high-risk 
status  so  that  they  can  protect  themselves.  An 
interactive  computer  database  could  be  estab- 
lished on  Internet  to  list  foods  likely  to  harbor  the 


pathogen  of  interest,  to  improve  understanding 
of  the  safest  handling  and  preparation  procedures 
for  specific  foods,  and  to  help  high-risk  popula- 
tions select  optimal  food/safety  combinations. 
These  populations  may  include  persons  with  low 
stomach  acidity,  high-iron  blood  level,  or  diabe- 
tes; alcoholics;  children;  pregnant  women;  adults 
over  50  or  60;  those  with  organ  transplants,  can- 
cer, or  acquired  immunodeficiency  disease  syn- 
drome (AIDS);  or  others.  Educational  strategies 
must  acknowledge  that  the  risk  status  of  individ- 
uals is  not  constant. 

11.  We  recommend  that  consumers  be  allowed 
choices  in  the  types  of  food  available  to  them 
yet  be  made  aware  of  their  relative  risk  status. 
including  their  risks  of  acute  as  well  as  chronic 
illnesses.  It  should  not  be  required  that  all  foods 
be  safe  for  consumption  by  high-risk  consumers; 
this  would  greatly  limit  food  choices,  e.g..  to 
canned  or  irradiated  food,  excluding  fresh  meat. 
poultry,  and  seafood.  Special  federal  program-, 
could  be  established  to  certify  the  safety  of  spe- 
cific operations  to  produce  foods  for  high-risk  in- 
dividuals; these  foods  probably  would  be  priced 
higher. 

12.  We  recommend  that  federal  food  safety  reg- 
ulations and  policies  be  modified  to  reflect 
that  zero  risk  of  foodborne  illness  is  not 
possible.  This  change  will  allow  honest  and  ef- 
fective risk  management. 

13.  We  recommend  that  food  safety  goals  and 
priorities  be  set  so  that  resources  may  be  al- 
located and  targeted  appropriately.  Public 
discussion  and  understanding  of  the  costs  and  ef- 
fectiveness of  control  measures  will  be  requisite 

14.  We  recommend  that  control  practices  be 
applied  from  food  source  to  consumption. 
including  the  incorporation  of  HACCP  principle 
from  the  farm  or  other  source  through  consump- 
tion. The  HACCP  systems  provide  a  systematic 
process-control  approach  focusing  on  food  safet> 
Development  of  new  procedures  to  control  food- 
borne illness  agents,  as  well  as  understanding  of 
existing  control  steps  and  control  procedure  cn>t.». 
should  be  encouraged  so  that  proper  and  efTrc- 
tive  application  is  ensured.  Controls  for  each  fimd 
pathogen  combination  should  be  evaluated  sep- 
arately. New  scientific  advances  should  be  incor- 
porated into  control  practices. 

15.  Given  that  risk  communication  is  critical  because 
zero  risk  is  impossible,  we  recommend  that  the 
public  be  well  educated  regarding  safe  food 
handling  and  the  relative  and  changing  risk 
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status  of  individuals.  Education  is  essential  if 
consumers  are  to  protect  their  own  health  and  to 
recognize  the  political  and  regulatory  complexi- 
ties of  the  issue  so  that  they  can  participate  in 
setting  food  safety  goals.  From  grades  K-12,  sci- 
ence education  should  be  strong  and  education 
concerning  the  hazards  of  foodborne  diseases, 
their  causes,  and  their  means  of  prevention 


should  be  integrated  into  health  and  science  cur- 
ricula. Health  agency  personnel  and  university 
outreach  programs  should  inform  consumers 
about  populations  at  risk  for  foodborne  illness, 
the  relative  safety  of  various  food  choices,  safe 
food  handling  procedures,  appropriate  control 
strategies,  and  the  relative  effectiveness  of  con- 
trols. 
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Statement  of  Mark  S.  Epstein 

Executive  Director,  Public  Voice  for  Food  and  Health  Policy 

on  Poultry  and  the  "Fresh"  Label 

American  consumers  expect  the  federal  government  to  work  on  their  behalf  to  ensure  that  the 
information  they  receive  on  product  labels  is  accurate  and  not  misleading.  This  explains  the 
overwhelming  consumer  support  for  the  Food  Safety  and  Inspection  Service's  and  Food  and  Drug 
Administration's  efforts  to  overhaul  food  labeling  and  to  mandate  safe  handling  labels  for  meat  and 
poultry. 

FSIS's  current  definition  of  "fresh"  as  it  applies  to  poultry  does  a  disservice  to  consumers.  Allowing 
poultry  that  has  been  frozen  and  then  thawed  to  be  labeled  as  fresh  is  deceptive  and  misleading. 

Public  Voice  calls  on  FSIS  to  change  its  definition  of  fresh  to  reflect  consumers'  temperature  and  time 
concerns.  At  present,  the  best  definition  of  fresh  has  been  FSIS's  1988  determination  of  poultry  kept 
above  26  degrees  Fahrenheit.  Poultry  that  has  been  frozen  and  then  thawed  should  be  clearly  identified 
as  "previously  frozen." 

In  general,  consumers  believe  that  fresh  poultry  has  been  recently  slaughtered  and  has  never  been 
frozen.  They  have  demonstrated  a  willingness  to  pay  a  premium  price  for  this  product.  If  a  product 
has  been  previously  frozen,  it  will  not  merit  this  higher  price  in  the  eyes  of  many  consumers.  It  is 
critical  that  FSIS  give  consumers  the  information  they  need  to  make  a  fully  informed  choice. 

Mandating  such  a  definition  for  fresh  also  would  be  consistent  with  the  meaningful  new  definitions  that 
FSIS  has  developed  for  nutrition  descriptors  such  as  "light"  and  "healthy."  This  consistency  would  only 
build  consumers'  trust  in  the  agency  and  in  the  candor  of  today's  food  marketplace. 

As  consumers  search  for  lower  fat  food  products,  the  poultry  market  should  continue  to  thrive. 
Differentiating  between  "fresh,"  "previously  frozen"  and  "frozen"  poultry  would  allow  processors  to 
compete  fairly  in  this  growing  marketplace  without  misleading  consumers.  It  would  also  provide 
consumers  with  two  more  affordable  choices  if  they  did  not  want  to  pay  the  premium  for  "fresh" 
poultry.  By  permitting  the  current  labeling  to  persist,  FSIS  restricts  the  forces  of  competition,  deprives 
consumers  of  more  affordable  options  and  undermines  consumers'  right  to  make  informed  purchases. 

Public  Voice  was  one  of  the  leading  consumer  groups  active  in  the  development  of  the  Nutrition 
Labeling  and  Education  Act.  Public  Voice  has  presented  testimony,  commented  on  agency  regulations 
and  published  a  number  of  research  reports  on  issues  such  as  meat  and  poultry  labeling,  standards  of 
identity  and  consumer  attitudes  toward  food  labeling  claims  such  as  "lite." 
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Written  Testimony  by  Joanne  Corday  Kozberg 
Secretary  of  State  and  Consumer  Services  Agency 

Government  Operations  Subcommittees  of 

-Human  Resources  and  Intergovernmental  Relations- 

-Information,  Justice,  Transportation  and  Agriculture- 
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Room  2154  Rayburn 

June  16,  1994-9:30  am. 


As  California's  Secretary  of  State  and  Consumer  Services  Agency,  I  wish  to 
submit  testimony  on  the  "fresh"  poultry  issue. 

One  of  this  Agency's  chief  responsibilities  is  to  protect  the  public  from  deceptive 
and  fraudulent  business  practice.   In  a  state  as  large  as  California,  with  over  30  million 
consumers,  this  is  a  tremendous  task.    It  is  our  mission  to  educate  and  inform 
consumers  in  an  effort  to  equip  them  to  make  informed  decisions. 


I  am  especially  anxious  to  underscore  the  nature  of  this  fresh  labeling  issue 
from  a  consumer  protection  standpoint,  not  solely  an  agricultural  perspective. 
California  has  always  been  a  leader  in  consumer  protection  issues,  and  the  fresh 
poultry  controversy  is  about  consumers'  right  to  know. 


491 


-2- 


Consumers  want  to  be  informed  and  careful  about  what  they  purchase  and  eat. 
When  they  buy  something  labeled  "fresh",  they  believe  it  really  is  fresh.  Consumers 
buy  fresh  food  under  the  assumption  that  it  has  never  been  frozen  and  have  no  idea 
they're  being  overcharged  or  are  buying  a  previously  frozen  product.   Considering  that 
fresh  chicken  costs  more  than  frozen  chicken,  by  $.40  per  pound  or  more,  the 
economic  consequences  of  this  fraud  are  substantial. 

It  has  been  determined  that  25  degrees  Fahrenheit  is  the  natural  temperature  at 
which  chicken  freezes  solid  at  the  core  and  last  year  the  California  Legislature  and 
Governor  Wilson  unanimously  approved  legislation  reflecting  that  reality.  The 
California  law  does  not  limit  the  sale  of  poultry  from  outside  California,  nor  does  it  even 
require  that  the  poultry  be  labeled  "frozen."  The  California  law  merely  prohibits  the 
labeling  of  poultry  frozen  below  26  degrees  Fahrenheit  as  "fresh." 

The  USDA  filed  a  brief  against  California's  law  and  a  Federal  judge  blocked 
enforcement  of  California's  law  based  on  preemption  by  the  existing  Federal  standard. 
The  Federal  standard,  which  allows  the  chicken  to  go  as  low  as  1  degree  and  still  be 
labeled  fresh,  is  misleading  the  consumer.   If  a  state  cannot  legally  protect  its 
consumers  from  this  type  of  fraud,  then  a  revised  Federal  rule  is  essential.   Doesn't 
the  Federal  government  have  an  obligation  to  the  consumer? 
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As  Harry  Snyder,  Director  of  the  West  Coast  office  of  the  Consumer's  Union 
aptly  stated  in  the  Washington  Post.  "When  people  buy  something  labeled  'fresh,'  they 
don't  expect  to  be  able  to  bowl  with  it." 

The  California  law  is  about  protection--not  protectionism.  The  chicken 
consuming  market  in  California  is  the  largest  in  the  country  and  there  is  ample 
demand  for  both  out-of-state  and  in-state  suppliers.  We  are  not  trying  to  keep  anyone 
out-we  just  want  to  make  sure  they  tell  the  truth  about  their  products.   California's  law 
is  not  designed  to  suppress  competition  as  national  producers  might  suggest-rather 
the  law  is  to  promote  accurate  information  for  California's  customers  when  they  go  to 
the  store  to  choose  among  the  competition. 

We  believe  the  Federal  government  would  do  well  to  follow  suit  and  return  to 
the  rule  it  adopted  in  1988,  when  USDA's  Food  Safety  and  Inspection  Service  issued  a 
policy  raising  the  fresh  poultry  labeling  standard  from  1  to  26  degrees  Fahrenheit 
(Memo  022B).   Unfortunately,  that  policy  was  overturned. 

If  we  must  depend  on  USDA  to  regulate  in  this  area,  truth  in  labeling  must  be  a 
priority.   It  is  common  sense  that  a  chicken  hard  enough  to  bang  on  the  table  like  a 
rock  is  not  fresh.   It  may  be  tasty;  it  may  be  a  good  buy;  but  it  just  isn't  fresh! 
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In  many  cases,  a  chicken  is  frozen  in  the  Southeast,  shipped  out  West,  and 
thawed  before  it  is  sold  in  the  store  as  "fresh."  The  consumer  then  buys  this 
supposedly  "fresh"  product  and  brings  it  home  to  refreeze.   Now  the  chicken  is  frozen 
not  only  once  but  twice.  I  should  think  consumers  would  want  to  know  if  they  are 
refreezing  any  meat  product,  including  poultry,  that  has  previously  been  thawed  due  to 
potential  health  risks,  which  may  be  posed  by  repeated  thawing  and  refreezing. 

Regional  producers  who  market  truly  fresh  poultry  will  rightfully  continue  their 
quest  to  raise  the  standard  to  26  degrees.  Unfortunately,  their  voices  will  continue  to 
be  challenged  by  the  powerful  national  lobby  who  want  to  preserve  the  status  quo. 

We  urge  you  to  review  the  Federal  standard  closely.  We  think  you  will  find  that 
it  does  not  meet  today's  consumer  expectations  for  truth  in  labeling.  We  understand 
Secretary  Espy  has  committed  to  review  the  Federal  policy.  Please  do  not  permit  this 
public  process  to  be  delayed,  or  worse,  be  buried  in  bureaucracy.  Thank  you. 

#  #  # 
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MEMORANDUM 


TO:  Members  of  the  Subcommittees  on  Human  Resources  and 

Intergovernmental  Relations  and  Information,  Justice,  Transportation  and 
Agriculture 

FROM:    Edolphus  Towns  and  Gary  A.  Condit,  Chairmen 

RE:  Joint  Hearing:   "Fresh  vs.  Frozen  Chickens  and  Other  Issues  Involving  USDA's 

Regulation  of  Poultry  Products,"  Thursday,  June  16,  1994,  at  9:30  a.m.,  2154 
RHOB 

I.  INTRODUCTION 

When  is  a  chicken  "fresh"  and  when  is  it  "frozen?"  Although  the  question  refers 
to  honesty  in  labeling,  the  issues  underlying  the  question  involve  industry  influence  over 
the  regulators,  federal  preemption  of  state  laws,  the  promulgation  of  policy  guidelines, 
and  the  regulation  of  poultry  products  in  general. 

II.  BACKGROUND 

The  U.S.  Department  of  Agriculture's  (USDA)  Food  Safety  Inspection  Service 
(FSIS)  oversees  the  slaughter  and  processing  of  poultry  sold  in  interstate  commerce  and 
inspects  imported  poultry  products  to  ensure  that  they  are  safe,  wholesome,  and  properly 
labeled.   FSIS  carries  out  a  "continuous  inspection"  program  at  poultry  slaughterhouses, 
which  by  law  may  operate  only  when  one  of  FSIS's  field  inspectors  is  on  duty.   FSIS 
inspectors  also  monitor  processing  plant  operations,  such  as  deboning,  to  ensure  that 
plants  are  sanitary  and  adhere  to  approved  procedures.   In  addition,  FSIS  must  also 
approve  all  labels  for  poultry  products  before  the  products  can  be  marketed  to  ensure 
that  they  accurately  represent  the  product. 

As  of  April  13,  1994,  there  were  6,556  federally  inspected  meat  and  poultry  plants. 
Of  these,  456  plants  (7  percent)  were  approved  for  poultry  inspection  only  and  3,916 
plants  (60  percent)  were  approved  for  both  meat  and  poultry  inspection.   In  fiscal  year 
1993,  FSIS  devoted  over  9,000  staff  years  and  about  $660  million  to  oversee  meat  and 
poultry  plants.   FSIS  inspects  roughly  6.5  billion  chickens  and  almost  3  million  turkeys 
each  year. 
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III.  RELEVANT  LAWS 

The  Poultry  Products  Inspection  Act,  as  amended,  (PPIA)  (21  U.S.C.  451  el  seq.) 

II.        OBJECTIVES  OF  THE  HEARING 

This  hearing  will  examine  USDA's  policy  for  labeling  "fresh"  vs.  "frozen"  poultry 
and  whether  the  current  policy  was  unduly  influenced  by  certain  segments  of  the  poultry 
industry.   In  view  of  the  Human  Resources  and  Intergovernmental  Relations 
Subcommittee's  previous  hearings  on  the  safety  of  meat  and  poultry  (November  4  and 
19,  1993),  as  well  as  recent  allegations  that  USDA  has  been  lenient  in  regulating  poultry 
products,  we  have  asked  USDA  to  discuss  its  regulation  of  poultry  products  in  general, 
including,  but  not  necessarily  limited  to,  (1)  USDA's  announced  poultry  enhancement 
program;  (2)  the  results  of  Research  Triangle  Institute's  study  entitled,  Comparison  of 
USDA  Meat  and  Poultry  Regulations:  and  (3)  the  status  of  all  pathogen  reduction 
activities  involving  the  safety  and  quality  of  poultry  products,  including  the  former 
Assistant  Secretary's  pledge  to  the  subcommittee  to  reevaluate  the  meaning  and  use  of 
the  USDA  inspection  seal. 

The  USDA  Office  of  Inspector  General  has  investigated  whether  the  Secretary  of 
Agriculture  committed  any  impropriety  involving  Tysons  Foods  Inc.,  a  major  poultry 
producer,  and  has  referred  the  case  to  the  Department  of  Justice.   Because  this  matter  is 
an  open  criminal  investigation  and  before  the  Department  of  Justice,  these  allegations 
are  not  yet  ripe  for  review  at  this  hearing.   However,  at  the  request  of  the  minority 
members,  we  have  requested  that  the  USDA  Inspector  General  testify  on  his 
investigation  at  the  hearing. 

IV.  WITNESSES 

Richard  Rominger,  Deputy  Secretary  of  Agriculture 

Henry  J.  Voss,  Director,  California  Department  of  Food  and  Agriculture 

Wolfgang  Puck,  Chef 

Dr.  Lester  Crawford,  Executive  Director,  American  Association  of  Veterinary 

Medical  Colleges 
Linda  S.  Golodner,  President,  National  Consumers  League 
Rodney  Leonard,  Executive  Director,  Community  Nutrition  Institute 
Bill  Mattos,  President,  California  Poultry  Industry  Federation 
Dr.  Kenneth  N.  May,  Technical  Advisor,  National  Broiler  Council 
Larry  Fanella,  Chairman,  National  Turkey  Federation 
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VI. 


A.   USDA'S  REGULATIONS  DO  NOT  DEFINE  "FRESH" 


Neither  the  Poultry  Products  Inspection  Act  (PPIA),  as  amended,  nor  USDA's 
regulations  defines  "fresh"  poultry  or  requires  labeling  of  poultry  as  "fresh."  However, 
USDA's  regulations  define  the  term  "frozen"  and  limit  the  use  of  the  term  on  labels. 
According  to  9  C.F.R.  Sec.  381.66(f)(2),  poultry  is  frozen  when  the  internal  temperature 
reaches  Cr  Fahrenheit  (F)  within  72  hours  from  the  time  entering  the  freezer.  According 
to  9  C.F.R.  Sec.  381.129(b)(3),  poultry  may  be  labeled  "frozen"  only  if  it  meets  the 
definition  in  9  C.F.R  Sec.  381.66(f)(2).  USDA  regulations  also  specify  general  chilling 
requirements:   "All  poultry  that  is  slaughtered  and  eviscerated  in  the  official 
establishment  shall  be  chilled  immediately  after  processing  so  that  the  internal 
temperature  is  reduced  to  40°F  or  less,...unless  such  poultry  is  to  be  frozen  or  cooked 
immediately  at  the  official  establishment." 

On  January  11,  1989,  USDA's  Food  Safety  Inspection  Service  (FSIS)  issued  Policy 
Memo  022C  to  set  forth  its  informal  interpretation  of  its  regulations  for  when  "fresh" 
may  be  used  on  approved  labeling  of  meat  and  poultry  products.   Policy  Memo  022C 
provides,  in  part,  "The  word  'fresh'  may  not  be  used  in  conjunction  with  the  product 
name  of:   (3)  Any  poultry,  poultry  part,  or  any  edible  portion  thereof  that  has  been 
frozen  or  previously  frozen  at  or  below  zero  degrees  Fahrenheit."  Thus,  according  to 
Policy  Memo  022C,  USDA's  regulations  permit  a  poultry  product  to  be  labeled  "fresh"  if 
it  has  been  stored  at  temperatures  above  0°F  and  at  or  below  40°F.  In  other  words, 
poultry  may  be  labeled  as  "fresh"  if  it  doesn't  meet  the  definition  of  "frozen." 

B.  THE  POLICY  MEMO  CONTROVERSY 

The  development  and  issuance  of  Policy  Memo  022C  is  controversial.  On  the 
basis  of  internal  USDA  documents  obtained  by  the  subcommittees  and  interviews  with 
key  USDA  officials  responsible  for  the  Policy  Memo,  it  appears  USDA/FSIS  issued 
Policy  Memo  022C  only  as  a  result  of  industry  pressure  by  groups  such  as  the  National 
Broiler  Council.   Policy  Memo  022C  superseded  Policy  Memo  022B  which  provided  for  a 
much  higher  temperature  threshold  to  define  'fresh'  poultry  for  labeling  purposes. 

According  to  Policy  Memo  022B,  which  FSIS  issued  on  July  11,  1988,  "The  word 
'fresh'  may  not  be  used  in  conjunction  with  the  product  name  of:   (3)  Any  poultry, 
poultry  part,  or  any  edible  portion  thereof  that  has  been  frozen  or  previously  frozen  to 
26  degrees  Fahrenheit  or  below  (at  its  center  or  core  location)."  Thus,  according  to 
Policy  Memo  022B,  the  term  'fresh'  could  only  be  used  on  labels  of  poultry  products  that 
had  not  been  chilled  to  a  temperature  of  26°F  or  less.   According  to  information 
obtained  by  the  subcommittees,  USDA  established  the  temperature  threshold  at  26°F 
based  on  a  review  of  the  scientific  literature,  USDA  poultry  grading  guidance,  and 
contacts  with  academia.  According  to  Dr.  Lester  Crawford,  former  administrator  of  FSIS 
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at  the  time,  FSIS  had  determined  scientifically  that  26°F  was  the  best  dividing  line 
between  fresh  and  frozen  poultry.   In  fact,  an  internal  1988  USDA  staff  memo  stated, 
"Therefore,  the  26°F  temperature  appears  to  be  very  soundly  based  and  is,  in  fact, 
another  very  generous  accommodation  towards  the  industries  needs,  both  from  a  safety 
and  esthetics  perspective."1   (USDA  developed  Policy  Memo  022B  partly  in  response  to 
a  request  from  Purdue  Farms  to  review  USDA's  position  on  the  use  of  frozen  poultry  in 
further  processed  fresh  poultry  products.) 

Segments  of  the  poultry  industry  that  slaughter  and  ship  poultry  products  to 
distance  places  in  the  country,  such  as  Holly  Farms  (now  owned  by  Tysons  Foods), 
loudly  complained  to  USDA  about  Policy  Memo  022B.   For  example,  Dr.  Crawford  has 
stated  that  he  and  former  Secretary  of  Agriculture  Richard  Lyng  met  twice  with  certain 
members  of  the  National  Broiler  Council  (NBC),  including  Holly  Farms  and  Marshall 
Durbin,  on  revising  Policy  Memo  022B.   According  to  Dr.  Crawford, 

Secretary  Lyng  instructed  me  to  meet  with  the  members  of  the  NBC  to 
resolve  the  issue.   Secretary  Lyng  told  me  to  work  with  the  NBC  members 
to  develop  an  acceptable  accommodation.   I  met  with  certain  members  of 
the  NBC.   I  was  told  that  the  vast  majority  of  the  NBC  members  wanted 
Policy  Memo  022B  abrogated.  The  NBC  was  unwilling  to  accept  any 
compromise  position.   The  NBC's  position  was  that  Policy  Memo  022B  be 
rescinded.   During  the  consideration  of  Policy  Memo  022B  and  022C,  no 
consumers  or  state  officials  had  input  into  these  policy  decisions.   Given 
the  position  of  the  NBC,  I  reluctantly  rescinded  Policy  Memo  022B.   On 
January  11,  1989,  the  FSIS  issued  Policy  Memo  022C,  which  superseded 
Policy  Memo  022B.2 

According  to  information  obtained  by  the  subcommittees,  between  July  11,  1988 
and  January  11,  1989,  FSIS  staff  worked  on  a  revision  to  Policy  Memo  022B  that 
provided  for  a  temperature  range  of  28  to  24°F  to  distinguish  "fresh"  vs.  "frozen"  poultry. 
Ultimately,  however,  FSIS  did  not  adopt  the  temperature  range  and  issued  Policy  Memo 
022C.  The  rationale  for  Policy  Memo  022C  stated,  in  part, 

This  decision  is  predicated  on  the  belief  that  it  is  not  practical  under 
existing  marketing  strategies  and  distribution  patterns,  to  define  'fresh'  in 
terms  of  internal  temperature  beyond  the  scope  of  the  current  regulations, 
nor  is  it  practical  to  define  consumer  expectations  for  poultry  products 
labeled  as  'fresh.'  The  consumer  is  the  best  judge  of  preference  in  chilling 
temperatures  for  unprocessed  poultry  products  labeled  as  'fresh,'  and 
therefore  the  marketplace  is  best  suited  for  making  this  type  of  decision. 

However,  in  his  declaration,  Dr.  Crawford  stated: 

I  still  believe  that  the  conclusions  stated  in  Policy  Memo  022B  were  and 
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are  correct.   I  also  continue  to  believe  that  it  is  misleading  to  label  poultry 
that  has  been  frozen  to  26  degrees  Fahrenheit  or  below  as  fresh  because 
such  poultry  is  clearly  frozen.   The  change  from  26  to  zero  degrees 
Fahrenheit  was  made  as  a  political  compromise.3 

In  an  interview  with  staff  from  the  subcommittees,  Dr.  Crawford  stated  that  he 
rescinded  Policy  Memo  022B  because  the  poultry  industry  could  not  reach  agreement  on 
a  compromise  and  there  was  increasing  concern  about  the  safety  of  poultry  products  at 
that  time.   Dr.  Crawford  also  stated  that  he  was  concerned  about  whether  changing  the 
temperature  of  poultry  products  in  transport  would  increase  food  borne  illness  associated 
with  poultry.   However,  Dr.  Crawford  admitted  that  FSIS  did  not  have  good  data  on  this 
safety  concern  and  his  declaration  does  not  mention  safety  as  a  factor  in  revising  the 
policy  memo. 

C.  USDA  IS  REEVALUATING  ITS  POLICY  ON  "FRESH"  POULTRY 

USDA  officials  have  expressed  dissatisfaction  with  the  current  policy  on  "fresh" 
poultry.   According  to  a  January  7,  1994,  memo  from  John  McCutcheon,  Deputy 
Administrator,  Regulatory  Programs,  FSIS,  to  H.  Russell  Cross,  former  administrator  of 
FSIS,  "Many  on  the  staff  feel  that  the  USDA  position  has  not  been  and  is  not  now 
reasonable  and  that  a  higher  temperature  for  'fresh'  products  is  more  in  line  with 
consumer  expectations  and  yet  will  not  create  microbial  problems."4  Furthermore, 
according  to  a  January  26,  1994,  memo  from  Patricia  Jensen,  Acting  Assistant  Secretary 
for  Marketing  and  Inspection  Services  to  the  Deputy  Secretary,  "This  policy  has  been  in 
existence  for  many  years  and  has  been  embarrassing  to  the  Department  on  a  number  of 
occasions."5 

Subsequently,  on  February  10,  1994,  USDA  announced  that  Agriculture  Secretary 
Mike  Espy  had  directed  USDA  to  reexamine  its  policy  for  use  of  the  term  "fresh"  on 
poultry  product  labels.  According  to  information  obtained  by  the  subcommittees,  USDA 
is  in  the  process  of  reevaluating  its  policy,  including  conducting  several  scientific  analyses 
of  freezing  and  microbial  activity  and  planning  options  for  obtaining  consumer  input  on 
what  is  "fresh."  The  Deputy  Secretary  will  provide  information  on  these  activities  in  his 
testimony. 

D.  THE  CALIFORNIA  POULTRY  LAW 

On  September  23,  1993,  the  State  of  California  enacted  a  law  aimed  at  controlling 
the  usage  of  the  term  "fresh"  on  poultry  products.  The  law  was  due  to  take  effect  on 
January  1,  1994.  The  statute  prohibited  wholesalers  from  using  the  term  "fresh"  on  any 
poultry  product  that  has  been  handled  at  a  temperature  of  25  degrees  F  or  lower,  or  has 
been  stored  at  that  temperature  for  more  than  24  hours. 

In  response  to  the  California  law,  the  National  Broilers  Council,  the  American 
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Meat  Institute  and  the  Arkansas  Poultry  Federation,  filed  suit  in  federal  court  and  were 
able  to  gain  an  injunction  in  December,  1993  that  stopped  the  law  from  taking  effect. 
On  April  8,  1994,  United  States  District  Judge  David  F.  Levi  issued  an  opinion  that 
permanently  enjoined  the  State  of  California  from  enforcing  the  law.   Levi's  opinion  was 
based  upon  his  interpretation  of  the  PPIA,  (21  U.S.C.  §§  451-470).  Levi  wrote  that 
provisions  in  the  PPIA  prevented  non-federal  entities  from  passing  laws  that  would  usurp 
its  authority: 

Congress  enacted  the  PPIA  in  1957  "to  provide  for  the  inspection  of 
poultry  and  poultry  products  and  otherwise  regulate  the  processing  and 
distribution  of  such  articles...to  prevent  the  movement  or  sale  in  interstate 
or  foreign  commerce  of,  or  the  burdening  of  such  commerce  by,  poultry 
products  which  are  adulterated  or  misbranded."  (21  U.S.C.  §  452) 

The  PPIA  contains  an  express  pre-emption  provision  in  a  section  entitled 
"Non-Federal  jurisdiction  of  Federally  regulated  matters..."  21  U.S.C.  §467e. 
Section  467e  expressly  pre-empts  labeling  requirements  that  are  "in 
addition  to,  or  different  than"  those  made  under  the  PPIA. 

Levi's  decision  was  appealed  on  April  15,  1994  by  the  California  Department  of 
Food  and  Agriculture  in  the  U.S.  Circuit  Court  of  Appeals,  9th  Circuit,  San  Francisco. 
The  state  also  requested  a  stay  of  the  district  court  judgement  which,  if  granted,  would 
allow  the  law  to  be  enforced  for  the  first  time. 

E,        OTHER  POULTRY  RELATED  ISSUES 

In  November,  1993,  the  Human  Resources  and  Intergovernmental  Relations 
Subcommittee  began  a  series  of  hearings  on  the  Vice  President's  proposal  to  reinvent 
federal  food  safety  efforts  by  transferring  responsibility  for  meat  and  poultry  regulation 
from  FSIS/USDA  to  the  Food  and  Drug  Administration.  Two  days  of  hearings  on 
USDA's  meat  and  poultry  program  revealed  that  USDA's  inspection  program  is 
obsolete,  misleading,  and  incapable  of  protecting  the  public  from  harmful  microbial 
contamination~the  primary  cause  of  food-borne  illness.  The  subcommittee  learned  that 
bacteria  that  make  people  sick  easily  escape  the  USDA's  current  sensory  inspections 
because  inspectors  cannot  see,  feel,  or  smell  microbial  contamination.   Several 
subcommittee  members  questioned  whether  the  seal  of  wholesomeness  that  USDA 
stamps  on  every  inspected  piece  of  poultry  was,  in  fact,  misleading  to  consumers  because 
of  the  potential  for  microbial  contamination.  During  the  subcommittee's  hearing  on 
November  19,  1993,  former  Assistant  Secretary  Eugene  Branstool  agreed  to  reconsider 
the  meaning  and  use  of  this  seal. 

The  subcommittee's  hearings  also  revealed  that  despite  being  on  notice  for  almost 
two  decades,  the  USDA  had  failed  to  fix  the  fatal  flaws  in  its  inspection  program.   The 
National  Academy  of  Sciences,  the  General  Accounting  Office,  and  many  others  have 
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repeatedly  urged  USDA  to  replace  its  obsolete  inspection  program  with  a  scientific,  risk- 
based  system  to  protect  public  health.  Yet  witness  after  witness  testified  about  USDA's 
pattern  of  failure  to  act.  Many  witnesses  testified  that  the  USDA's  primary  mission  to 
promote  agriculture  overshadows  its  responsibilities  to  protect  consumers  and  thwarts 
needed  change.   On  May  25,  1994,  GAO  testified  before  the  subcommittee  that  USDA 
has  conflicting  interests  that  undermine  public  confidence  in  the  federal  government's 
ability  to  ensure  a  safe  food  supply.  Recent  allegations  of  USDA  leniency  toward  the 
poultry  industry  and  influence  over  key  USDA  officials  raise  anew  the  troubling 
appearance  of  an  institutional  conflict  of  interest,  which  undermines  consumer  health 
and  confidence. 

This  hearing  will  provide  an  opportunity  to  update  the  subcommittee  on  the 
progress  USDA  is  making  to  reform  its  poultry  inspection  program  and  the  need  to 
remove  the  inspection  program  from  USDA  because  of  an  actual  or  perceived  conflict  of 
interest  inherent  in  that  department's  mission.  For  example,  in  May,  1993,  Secretary 
Espy  announced  that  USDA  would  present  a  package  of  legislative  proposals  to 
strengthen  meat  and  poultry  safety,  but  the  department  has  not  yet  put  forward  its 
legislative  proposals.   Similarly,  on  March  9,  1994,  USDA  announced  that  it  intended  to 
publish  a  proposal  to  improve  the  poultry  inspection  system,  called  the  "poultry 
enhancement  program."  However,  USDA  has  not  yet  published  any  proposed  rules. 
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The  Honorable  Mike  Espy 

Secretary  of  Agriculture 

U.S.  Department  of  Agriculture 

Fourteenth  Street  and  Independence  Ave.,  S.W. 

Washington,  DC  20250 

Dear  Mr.  Secretary: 

As  you  arc  aware,  in  the  exercise  of  its  oversight  responsibilities  pursuant  to  Rules  X 
and  XI  of  the  House  of  Representatives,  the  Human  Resources  and  Intergovernmental 
Relations  and  the  Information,  Justice,  Transportation,  and  Agriculture  Subcommittees  Of  the 
House  Committee  on  Government  Operations  jointly  conducted  a  hearing  on  June  16,  1994, 
on  the  U.S.  Department  of  Agriculture's  (USDA)  regulation  and  labeling  of  poultry  products. 
During  the  hearing.  Representative  John  Mica,  a  member  of  the  Human  Resources  and 
Intergovernmental  Relations  Subcommittee,  requested  that  USDA  provide  documentation  of 
contacts  between  USDA  administrators  and  Tyson  Foods,  Inc. 

In  furtherance  of  this  request,  the  subcommittee  would  appreciate  receiving  the 
following  information  and  documents  by  C.O.B.,  Friday,  July  1,  1994:  Copies  of  all  written 
correspondence  and  a  list  of  all  meetings,  telephone  calls  and  other  communications  between 
USDA  Administrators,  including  Mr.  Richard  Rominger,  Deputy  Secreflrv,  and  Tyson 
Foods,  Inc.,  and  the  Arkansas  Poultry  Federation  from  January  20^1992  through  June  I. 
1994,  especially  any  communications  between  September  23,  1993  artfTApril  1,  1994. 

Thank  you  in  advance  for  your  cooperation.   Please  contact  Bill  Layden  of  the 
subcommittee  staff  at  (202)  225-2548  if  you  have  any  questions. 


,'idfiphus  Towns 
Chairman 

Subcommittee  on  Human  Resources 
and  Intergovernmental  Relations 


cc:       The  Honorable  Steven  Scruff 
(Ranking  Minority  Member) 
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/tfS^v  United  States  Office  of  Washington,  D.C. 

((I  /Urn  Department  of  Communications  20250-1300 

^Q^  Agriculture 


June  30,  1994 


MEMORANDUM  FOR  CHARLIE  RAWLS,  EXECUTIVE  ASSISTANT 
TO  THE  DEPUTY  SECRETARY,  OFFICE  OF  THE  SECRETARY 

FROM:  Milton  Sloane^^ — 

Freedom  of  Information  Act  Coordinator 
Office  of  Communications 

SUBJECT:      Letter  from  Congressman  Edolphus  Towns 


AMS,  APHIS,  and  ARS  (the  Agricultural  Marketing  Service,  Animal  and  Plant  Health 
Inspection  Service,  and  the  Agricultural  Research  Service,  respectively)  have  informed  me 
that  they  have  no  documents  responsive  to  Congressman  Towns'  request  regarding  Tyson 
Foods,  Inc.,  and  the  Arkansas  Poultry  Federation.  Marty  Rookard  of  Pat  Jensen's  office  is 
to  notify  you  directly  of  the  outcome  of  the  search  for  records  in  that  area.  If  there  is  any 
additional  information  you  wish,  please  let  us  know. 


AN  EQUAL  OPPORTUNITY  EMPLOYER 
PRINTED  ON  RECLAIMEO  MATERIALS 
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ITINERARY  -  DEPUTY  SECRETARY  RICHARD  ROMINGER 

ARKANSAS  ELECTRIC  COOPERATIVE  CORPORATION 

EUREKA  SPRINGS,  ARKANSAS 

AUGUST  1-2,  1993 


Sunday.  August  1 

1:00  pm  Private  auto  -  home  to  airport 

Taxi/subway  -  home  to  airport 
(Charlie  will  meet  you  at  the  airport) 

1:43  pm  Lv.  National  via  AA  1533    (Seat  7F 

(Charlie  21  A) 
2:31  pm  Ar.  Nashville,  Tennessee 

3:10  pm  Lv.  Nashville  via  AA  3611    (Seat  IOC) 

5:02  pm  Ar.  Fayetteville 

Met  by  Ron  Ralph  OIG  Agent 


mileage 


Drive  to  Eureka  Springs,  approx.  37  miles 

HOTEL: 

Inn  of  the  Ozarks 

Highway  62 

CONF.  # 

0781 

PHONE: 

501-253-9768 

FAX: 

501-253-9768  (same) 

8:00  DINNER  -  Plaza  Hotel 

Carl  Willock,  Pres.  Arkansas  Electric 
Dennis  Robertson,  VP,  Arkansas  Electric 
Steve  Williams,  Lawyer 
(Maybe  a  few  more) 

Monday.  August  2 

7:00  am  Buffet  Breakfast 

to  Convention  Center 

8:30  am 

9:00    am  General  Session  Begins 

Master  of  Ceremonies,  David  Sain,  Vice  President 
Systems  Services/ AECI/AECC 

Welcome  to  Eureka  Springs! 

The  Honorable  Randy  Wolfinbarger,  Mayor  of  Eureka  Springs 


505 


Competitiveness  and  Fair  Treatment: 

Watchwords  for  the  1990's 

Carl  S.  Whitlock,  President,  CEO,AECI/AECC 

ADDRESS  THE  DIRECTORS'  SUMMER  MEETING 

10:30  am  Depart  Eureka  Springs  with  OIG  Agent  driving  and  Dr.  Milo  J.  Shult, 

Vice  President  for  Agriculture  of  the  University  of  Arkansas  System 
and  Director  of  Extension  will  join  you  at  the  meeting  and  accompany 
you  throughout  the  tour.  CONTACT:  Dr.  Milo  J.  Shult,  501-575-2251 

11:30  pm  LUNCH  at  Springdale  with  Poultry  Industry  leaders 

to  John  Tyson,  Tyson  Poultry,  Inc.  (John  is  the  son  of  Don  Tyson, 

1:30    pm  President  of  Tyson  Poultry).  Accompanying  him  will  be  a  number  of 

Executive  Staff  (Vice  Presidents)  of  Tyson  Poultry,  Inc. 
Dr.  Dan  Ferritor,  Chancellor,  University  of  Arkansas  -  Fayetteville 
Dr.  James   Denton,   Head   of  the   Poultry  Center   of  Excellence, 

University  of  Arkansas 
Dr.  Milo  Shult,  Vice  President  for  Agriculture,  University  of  Arkansas 
System 

Tyson's  Corporate  Office  -  504-756-4000 

1:45  pm  Tour  of  Poultry  Center  of  Excellence 

to 
2:30  pm 

2:30  pm  Review  of  Hydrological  Unit  with  ASCS,  SCS  and  Extension 

Mr.  Wayne  Perryman,  Director  State  ASCS 
Mr.  Ronnie  Murphy,  State  Conservationist,  SCS 
Dr.  Shult,  Director  of  Extension 

Briefing  will  be  conducted  by  three  county  based  staff.  Names  will  be 
provided  on  site. 


4:40  pm 
6:26  pm 

Lv.  Fayetteville  via  AA  3999 
(Charlie  10B) 
Ar.  Nashville 

(Seat  11B) 

7:20  pm 
9:56  pm 

Lv.  Nashville  via  AA  1334 
(Charlie  30D) 
At.  National 

Taxi/subway  -  airport  to  home 

(Seat  27D) 
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United  States  Agricultural  P.O.  Box  2415 

Department  of  Stabilization  and  Washington  O.C. 

Agriculture  Conservation  Service  20013-2415 


SUBJECT:     Documentation  of  Contacts  Between  USDA  Administrators  and  Tyson 
Foods,  Inc. 

TO  :     Eugene  Moos 

Under  Secretary  for  International  Affairs  and  Commodity  Programs 


In  response  to  your  memorandum  of  June  28,  1994,  the  Agricultural  Stabilization 
and  Conservation  Service  (ASCS)  submits  a  negative  report.   However,  ASCS  does 
perform  service  functions  on  behalf  of  the  Agricultural  Marketing  Service  (AMS).  The 
Kansas  City  Commodity  Office  (KCCO),  as  part  of  its  operational  responsibility,  services 
AMS's  poultry  contracts.   Therefore,  KCCO  would  have  had  ongoing  telephone 
conversations  with  Tyson  Foods  regarding  shipments  under  AMS  contracts.   In  addition, 
KCCO  also  makes  payments  to  Tyson  Foods  for  the  delivery  of  commodities. 


yUwtvtl    '^CcsSU*^ 


Grant  Buntrock 
Administrator 


hEffgl  AN  EQUAL  OPPORTUNITY  EMPLOYER 
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United  States 

Foreign 

Washington.  O.C 

Department  of 

Agricultural 

20250 

Agriculture 

Service 

~JW  ?  9  1004 


INFORMATIONAL  MEMORANDUM  FOR  THE  UNDER  SECRETARY 


FROM:  Richard  B.  Schroaten 

Acting  Administrator 


ik~> 


SUBJECT:      Contact  with  Tyson  Foods,  Inc. 
REF:  Kathy  Blythe  Memo  of  June  28,  1994 


The  Foreign  Agricultural  Service  has  no  documents  related  to  communication  between  the 
Administrator's  Office  or  the  Deputy  Secretary's  Office  and  Tyson  Foods,  Inc. ,  nor  the 
Arkansas  Poultry  Federation. 
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United  State* 

Farmeri 

Washington 

Department  of 

Home 

DC 

Agriculture 

Admlnltt  ration 

20290 

JUH281994 


SUBJECT:   Contacts  Between  USDA  Administrator 
Tyson  Foods,  Inc.  and  Arkansas 
Poultry  Federation 

TO:   Kathy  Blythe,  IACB 

As  requested,  per  memorandum  dated  June  28,  1994,  no  contact 
has  been  made  regarding  the  above  subject  matter. 


(?\VJL  Qai^JL  Kk^Qr 

LOU  ANNE  KLING 
Assistant  Administrator 
Farmer  Programs 


„   „  ...    F.rmers  Home  Administration  It  an  Equal  Opportunity  Lander. 

[Cl__  Ul/U\   complaints  of  discrimination  should  ba  eant  la 
lrmTV\lnl7~\\  Secretary  ot  Agriculture.  Washington.  O.C.  202S0 
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TYSON  FOODS,  INC. 

HOLLY  FARMS  FRESH  RETAIL  DIVISION 

1203  School  Street.  P.O.  Box  88 
Wilkesboro.  North  Carolina  28697-0088  •  Telephone:  (919)  838-2171 


June  24,  1994 

i 


Ambassador  Mickey  Kantor 
U.  S.  Trade  Representative 
Office  of  U.S.  Trade  Representative 
600    17th  Street,  NW 
Washington,  DC     20506 

Dear  Ambassador  Kantor: 

Tyson  Foods  believes  continued  growth  in  poultry  export  sales  is  vital  to  the 
economic  well-being  of  the  U.  S.  broiler  industry  and  at  the  same  time  contributes  positively 
to  the  general  U.S.  economy  and  balance  of  trade.  Thus,  when  we  see  a  potential  problem 
that  can  seriously  jeopardize  an  important  export  market  for  U.S.  chicken  it  is  of  great 
concern.  The  current  Canadian  stance  on  U.S.  poultry  exports  will  have  a  significant  and 
negative  impact  on  our  industry's  exports. 

More  specifically  in  1993  the  United  States  exported  to  Canada  over  56,000  metric 
tons  of  chicken  and  chicken  products,  making  Canada  one  of  our  most  important  poultry 
export  markets.  When  Canada  filed  with  GATT  its  country  schedule  for  the  Uruguay 
Round,  it  stated  a  tariff-rate  quota  for  chicken  of  39,843.7  metric  tons.  This  amount  of 
39,843.7  metric  tons  represents  only  about  70  percent  of  the  56,000  metric  tons  the  United 
States  exported  to  Canada  last  year.  Further,  the  39,843.7  tons  when  projected  to  1995 
would  result  in  the  United  States  having  an  estimated  6  percent  of  the  Canada  chicken 
market.  According  to  the  U.S. /Canadian  Free  Trade  Agreement,  the  United  States  is 
entitled  to  no  less  than  7.5  percent  of  the  Canadian  chicken  market. 

It  was  the  U.S.  poultry  industry's  understanding  that  the  Uruguay  Round  negotiations 
were  being  conducted  to  increase  international  trade,  not  restrict  it.  Canada's  unilateral 
action  will  result  in  a  very  unfortunate  and  unnecessary  situation  for  the  U.S.  poultry 
industry. 

U.S.  poultry  exporters  are  facing  a  sharply  smaller  export  market  to  Canada  with  no 
prospect  for  a  phase-out  of  Canadian  trade  restrictions.  Further,  if  Canada  retaliates  as  a 
result  of  U.S.  action  on  Article  XXVIII  on  Canadian  exports  to  the  United  States,  as 
Canadian  government  officials  have  indicated,  the  consequences  for  U.S.  poultry  exports 
could  be  even  more  severe  than  the  cut-back  to  6  percent  already  stated  by  Canada.  Time  is 
growing  short  for  a  satisfactory  resolution  of  the  U.S. /Canadian  poultry  trade  issue. 


fetf&^bifrt^/tmity. 
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A.nbassador  Mickey  Kantor 

Page  2 

June  24,  1994     . 


I  respectfully  request  that  you  and  your  office  work  toward  a  timely  and  appropriate 
resolution  of  this  issue.  Without  prompt  and  effective  action  by  our  government,  I  believe 
the  situation  will  not  only  remain  unresplved,  but  severely  worsen  for  U.S.  poultry 
exporters. 


Sincerely, 

TYSON  FOODS,  INC. 

Gene  A.  Lovette,  Vice  President 
Fresh  Retail  Division 


se 
cc: 


Mike  Espy,  Secretary  of  Agriculture 
National  Broiler  Council 
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FEB  2  0  1992 


Mr.  Truley  Ponder 

Tyson  Foods,  Inc. 

P.O.  Box  8 

Shelbyville,  Tennessee   37160 

Dear  Mr.  Ponder: 


Cilia 


CiJ 


°>  rts  Sacreta 

M   w   m 

-t.  .   -  -. 


ne 


■  ^.!3I 


Thank  you  for  your  letter  of  February  4,  1992,  concerning  several  aspects 
of  the  National  Poultry  Improvement  Plan  (NPIP) . 

It  is  always  a  pleasure  to  hear  from  industry  representatives,  and  I 
appreciate  the  opportunity  to  respond  to  your  concerns.   We  recognize  your 
interest  in  modifications  to  the  provisions  of  the  NPIP  and  wish  to  assure  you 
that  we  have  made  this  matter  a  top  priority.   Officials  of  our  Animal  and 
Plant  Health  Inspection  Service  (APHIS)  will  proceed  expeditiously.   We  will 
take  your  suggestion  regarding  State  authorization  for  the  Biennial  Plan 
Conference  into  consideration  for  future  conferences.   It  is  our  belief  that 
the  Salmonella  enteritidis  prevention  program  can  be  administered  like  the 
NPIP  with  APHIS  acting  as  coordinator  for  the  States  and  industry,  and  we  have 
taken  note  of  your  support. 

We  are  pleased  with  the  success  of  the  NPIP  throughout  the  country  and 
the  degree  of  cooperation  enjoyed  by  the  poultry  industry  and  the  Department. 
We  are  confident  that  the  plan,  along  with  APHIS'  disease  control  activities, 
will  continue  to  ensure  the  health  of  U.S.  poultry. 


Sincerely, 


&^  A*^ 


-o  Ann  R.  S»i*..— ""'''''''''*a 
Assistant  Secretary 
Marketing  and  Inspection  Services 


Jo  Ann  Smith,  MIS,  Wash.,  DC 

Executive  Secretariat,  Wash. ,  DC 

R.  Melland,  OA,  Wash. ,  DC 

L.  J.  King,  VS,  Wash.,  DC  w/cy  of  inc. 

S.  A.  Liska,  LPA,  Hyatts . ,  MD  w/cy  of  inc. 

APHIS :LPA:SScheidhauer:ih: 436 -7776:2/14/92 
SOURCE:   ARhorer,  VS 


&/4e"-£ 


V-T^'/C 


Clearances : 

EC 

LPA 

VS 

OA 

35-C97331 


FINAL 


D**3  Archived: 


y^k 


CH192 


■J-i-.:n3!  r:-t  mailed  by 
Office  of  the  Executive 


l^  S*!!v  A.  L:c!:> 
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n 


^733. 


AGE/':- 


m  r, 


CC 


Tyson  Foods,  Inc. 


P.O^&fS  f»^HELBYVIlLE.  TENNESSEE  3  7  !  60  •  TELEPHONE  (6  I  5)  684-8  I  80 


February  4,  1992 


The  Honorable  Edward  Madigan 
Secretary  of  Agriculture 
United  States  Department  of  Agriculture 
Agriculture  Administration  Building 
Washington,  D.C.   20250 

The  Honorable  Edward  Madigan: 


I  am  writing  this  letter  to  enlist  your  help  with  the  National  Poultry  Improve- 
ment Plan  (NPIP).  First,  I  would  like  to  express  my  feelings  as  to  the  history 
and  success  of  the  NPIP.  The  plan  is  voluntary  and  accepted  by  the  industry. 
It  is  almost  self  supporting,  nice  idea  in  the  times  we  live.  The  plan  is  very 
successful  in  the  State  of  Tennessee  protecting  both  the  commercial  and  novelty 
industry.  The  plan  must  be  considered  successful  in  the  United  States  although 
there  have  been  a  few  breaks.  More  audits  by  the  senior  coordinator  would  pro- 
bably have  prevented  these  breaks  at  very  little  added  cost. 

The  items  you  can  help  the  NPIP  with  are  as  follows.   First,  speed  up  the  accept- 
ance and  printing  of  the  approved  changes  voted  on  at  the  biannual  Plan  Confer- 
ence.  Second,  allow  the  biannual  Plan  Conference  to  be  held  by  its  own  authority 
as  voted  on  by  state  programs  and  participants.   Finally,  the  NPIP  supports  a  SE 
prevention  program  that  follows  our  current  programs  and  not  a  federally  adminis- 
tered program. 

Sincerely, 


^ 


Truley  Ponder 
Tyson  Foods,  Inc. 


Senator  Jim  Sassor 
Senator  Albert  Gore 
Congressman  Jim  Cooper 
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DEPARTMENT   OF  AGRICULTURE 

OFFICE    OF    THE    SECRETARY 
WASHINGTON,    D.C.    3O3S0 


MAY  .  ■    lan. 


John  Tyson 

P.O.  Box  2020 

Springdale,  Arkansas   72765-2020 

Dear  Mr.  John  Tyson: 

1  have  received  your  recent  letter  recommending  Deborah  Dawson  for 
appointment  as  Deputy  Assistant  Secretary  for  Marketing  and  Inspection  Service. 

Please  be  assured  that  Ms.  Dawson  will  be  given  careful  consideration  as  the 
selection  process  continues. 

Thank  you  for  your  personal  interest  in  the  Department. 


Sincerely, 


Charles  Duncan 
Executive  Assistant 
to  the  Secretary 
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THE   WHITE   HOUSE   OFFICE 

REFERRAL 

APRIL   6,  1993 

TO:  DEPARTMENT  OF  AGRICULTURE 


ACTION  REQUESTED: 

INFORMATION  COPY  -  NO  ACTION  NECESSARY 


DESCRIPTION  OF  INCOMING: 

ID:       010018 

MEDIA:    LETTER,  DATED  MARCH  22,  1993 

TO:       PRESIDENT  CLINTON 

FROM:     MR.  JOHN  TYSON 

VICE  CHAIRMAN  FOR  OPERATIONS 
TYSON  FOODS,  INC. 
POST  OFFICE  BOX  2020 
SPRINGDALE   AR  72765 

SUBJECT:  RECOMMENDS  DEBORAH  DAWSON  FOR  AN  EXECUTIVE 
POSITION  AT  THE  U.S.  DEPARTMENT  OF 
AGRICULTURE 

PROMPT  ACTION  IS  ESSENTIAL  —  IF  REQUIRED  ACTION  HAS  NOT  BEEN 
TAKEN  WITHIN  9  WORKING  DAYS  OF  RECEIPT,  PLEASE  TELEPHONE  THE 
UNDERSIGNED  AT  456-7486. 

RETURN  CORRESPONDENCE,  WORKSHEET  AND  COPY  OF  RESPONSE 
(OR  DRAFT)  TO: 
AGENCY  LIAISON,  ROOM  91,  THE  WHITE  HOUSE,  20500 


JENNY  MCCARTHY 

DIRECTOR  OF  AGENCY  LIAISON 

PRESIDENTIAL  CORRESPONDENCE 
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ID/  010018 


THE  WHITE  HOUSE 
CORRESPONDENCE  TRACKING  WORKSHEET 
INCOMING 

DATE  RECEIVED:  MARCH  30,  1993 

NAME  OF  CORRESPONDENT:  MR.  JOHN  TYSON 

SUBJECT:  RECOMMENDS  DEBORAH  DAWSON  FOR  AN  EXECUTIVE 
POSITION  AT  THE  U.S.  DEPARTMENT  OF 
AGRICULTURE 


ROUTE  TO: 
OFFICE/AGENCY 


(STAFF  NAME) 


RRUCE  LINDSEY 
/.        REFERRAL  NOTE 


If 


ERRAL  NOTE: 

REFERRAL  NOTE: 


REFERRAL  NOTE: 
REFERRAL  NOTE: 


ACTION 

ACT     DATE 
CODE  YY/MM/DD 


DISPOSITION 


TYPE 
RESP 


C  COMPLETED 
D  YY/MM/DD 


ORG   93/03/30  A^t-  i-  &.  1L/Q3.IH 


_/_/_ 


./_/_ 


_/_/_ 


COMMENTS:  ENCLOSURE 


ADDITIONAL  CORRESPONDENTS: 
MI  MAIL     USER  CODES:  (A) 


MEDIA: L   INDIVIDUAL  CODES: 
(B) (C) 


*******••***«**  K-»  »»******»»**»****«***»*********#********************* 


♦DISPOSITION 

* 

*A-ANSWERED 
*B-NON-SPEC-REFERRAL 
*C-COMPLETED 
*S-SUSPENDED 


•ACTION  CODES: 

* 

•A-APPROPRIATE  ACTION 

*C-COMMENT/RECOM 

*D-DRAFT  RESPONSE 

*F- FURNISH  FACT  SHEET 

•I-INFO  COPY/NO  ACT  NEC* 

*R-DIRECT  REPLY  W/COPY  * 

•S-FOR-SIGNATURE        * 

•X-INTERIM  REPLY        *  * 


•OUTGOING 
•CORRESPONDENCE: 
•TYPE  RESP-INITIALS 

*  OF  SIGNER 

*  CODE  -  A 
•COMPLETED  -  DATE  OF 

*  OUTGOING 

* 


REFER  QUESTIONS  AND  ROUTING  UPDATES  TO  CENTRAL  REFERENCE 

(ROOM  75,OEOB)  EXT-2590 

KEEP  THIS  WORKSHEET  ATTACHED  TO  THE  ORIGINAL  INCOMING 

LETTER  AT  ALL  TIMES  AND  SEND  COMPLETED  RECORD  TO  RECORDS 

MANAGEMENT. 


SCANNED 
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DEBORAH  A.  DAWSON 

Resume 

Page  Three 


EDUCATION: 


The  George  Mason  University  School  of  Law.  Fairfax,  Virginia 
Jurii  Doctorate,  May  1988 

The  George  Washington  University.  Washington.  DC. 
Graduate  Study:  Business,  Economics.  January  1980  to  May  1981 

Univemty  of  Colorado.  Boulder.  Colorado 

Bachelor  of  Arte:  Philosophy.  Political  Science.  December  1974 

L'Inatitut  D*Etude»  Europeennes.  Pari*.  France 
French  Literature  and  Philosophy,  1973  to  1974 


v 

ADDITIONAL  BACKGROUND  AND  EXPERIENCE: 


Top  Secret  Security  Clearance. 

Library  of  Congress  Legislative  Institute  Panelist  and  Speaker. 

Free-lance  editing  and  writing:  published  articles. 

Campaign  f undrauang  and  ballot-antry  petition  organizer  for  state  elections. 

Democratic  Congressional  and  Presidential  campaign  volunteer  activities. 

English  and  French  language  tutor  volunteer  for  community  health  service  agencies. 

Legal  intern  with  the  VS.  House  of  Representatives  Committee  on  the  Judiciary. 


REFERENCES: 


Upon  request. 
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DEBORAH  A.  DAWSON 

Resume 
Page  Two 


Honorable  Jerry  M.  Patterson,  California 

U-S.  House  of  Representatives.  Washington.  D.C 

March  1981  to  January  1985 

Legislative  Assistant     Researched  issues  and  prepared  legislation  on  a  wide  -variety  of 
issues,  including:    public  works,  transportation,  immigration,  education,  health,  and 
judicial  matters.    Drafted  background  briefs,  committee  and  floor  statements,  press 
releases,  and  articles.     Supervised  legislative  researchers,  correspondents,  and 
caseworkers.  Organized  all  aspects  of  Washington  and  district  field  hearings  hosted  by 
Congressman     Liaison  between  local  organizations  and  federal  agencies  on  grant 
programs,  local  projects,  and  federal  policies. 


House  Administration  Committee 

ILS.  House  of  Representatives.  Washington.  DC 

February  1977  to  March  1981 

Legislative  Research  Coordinator.  Conducted  research  for  Congress,  Executive  agencies, 
am?  private  sector  organizations  on  federal  issues;  jprepared  reports  on  legislative. 
parliamentary,  and  committee  jurisdictional  histories  and  procedures.    Developed 
information  system  manuals,  office  procedures,  and  fiscal  year  appropriations 
justifications.  Completed  ad  hoc  short-  and  long-term  projects  for  the  Select  Committee 
on  Committees,  the  Select  Committee  on  Narcotics,  and  other  Standing  Committees  of 
the  House  using  numerous  information  system  databases.  Supervised  research  staff  of  16 
employees  working  with  technical  and  legislative  offices  of  the  House.  Senate,  and 
Library  of  Congress.  


Payroll  L  Inc.,  Detroit,  Michigan 
February  1976  to  January  1977 

Client  Consultant  and  Manager  of  accounting  and  tax  records  for  the  wide  variety  of 
businesses  employing  rapidly  expanding  computerized  payroll  and  tax  service. 
Supervised  office  operations;  prepared  client  cost  proposals;  and  managed  business 
record  conversions. 


The  Video  Croup.  Inc.  Detroit.  Michigan 
September  1975  to  February  1976 

Research  and  Executive  Assistant.  Prepared  proposals  for  client  programs  broadcast  on 

Euhlic  and  commercial  television  and  radio.    Drafted  scripts;  designed  company 
rochures;  implemented  market  surveys  and  advertising  promotions;  scheduled  and 
delegated  production  crew  assignments. 
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DEBORAH  A.  DAWSON 

2805  Arlington  Boulevar d 
Arlington,  Virginia  22201 

(703)  243-6837 

002)226-3514 


EMPLOYMENT  EXPERIENCE: 


House  Committee  on  Merchant  Marine  and  FUberiaa 
US.  House  of  Representatives.  Washington.  D.C 
March  1991  to  February  1993 

OounaeMSohcOBamttee  Director.  Develop  and  negotiate  authorization  legislation  under 
the  jurisdiction  of  the  Subcommittee  on  Oceanography.  Great  Lakes  and  the  Outer 
Continental  Shelf.     Perform  special  projects  for  the  Subcommittee  on  Fisheries 
Management    Schedule  hearings,  coordinate  markups,  supervise  staff,  and  prepare 
Chairman  and  Subcommittee  Members  for  floor  debates.  Draft  speeches,  articles,  press 
releases,  and  reports.  Legislative  issues  include:  oceanographic  research  and  coastal  zone 
management:  clean  -water  pollution  damage:  wetlands;  marine  and  estuarine  sanctuary 
programs;  and  oil  and  gas  leasing. 


Senate  Committee  on  Appropriations  {• 

U.S.  Senate.  Washington.  D.C 
February  1987  to  March  1991 

Professional  Committee  Staff  Member.    Prepared  official  documents  for  S55  billion 
fiical  year  and  supplemental  appropriations  legislation.  Briefed  Senators  and  associate 
staff  on  Subcommittee  and  full  Committee  hearings  and  mark-up  sessions.    Drafted 
report  language,  speeches,  and  memoranda  making  policy  recommendations  for  Senators 
during  Committee,  floor,  and  conference  consideration  of  appropriations  legislation. 
Served  as  one  of  two  professional  staff  on  the  Subcommittee  on  Agriculture,  Rural 
Development  and  Related  Agendes.    Primary  reviewer  and  overseer  of  designated 
agency  accounts  of  the  U.S.  Department  of  Agriculture,  the  Food  and  Drug 
Adnurustration.  and  the  Commodity  Futures  Trading  Commission.    Concentration  on 
funding,  regulatory,  and  legislative  issues  involving:  '  agricultural  trade  and  food 
assistance:  research,  marketing  and  inspection;  food,  drug,  and  medical  device  approval 
and  safety  programs. 


House  Committee  on  Agriculture 

U.S.  House  of  Representatives,  Washington.  D.C 

February  1985  to  February  1987 

Professional  Committee  Staff  Member.  Coordinated  hearing*  and  mark-up  sessions  for 
reauthorization  and  oversight  of  programs  within  the  jurisdiction  of  the  Subcommittee 
on  Domestic  Marketing,  Consumer  Relations,  and  Nutrition,  and  the  Subcommittee  on 
Department  Operations  and  Foreign  Agriculture.    Drafted  Committee  reports  and 
prepared  Chairmen's  statements  for  Committee  and  floor  debates.     Negotiated 
conference  agreements  and  drafted  final  language  for  various  titles  of  the  five-year 
omnibus  Food  Security  Act  of  1985. 
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Tyson  Foods,  Inc.  p.o.  box  Z020  •  sPnngd»ie.  ar  7*765-2020  •  rhone  (560  756-4000 


March  22,  1993 


The  Honorable  William  J.  Clinton 
President  of  the  United  States 
The  white  House 
Washington,  DC   20500 


fiction  Office:  ula 
Referral  Code:  6 


Dear  Mr 


j^e^AdeTTCT '  gftJt^ 


5  • 


the 


As  you  look  for  qualified  staff  to  serve  in  your 
Administration,  I  would  like  to  offer  my  support  for  the 
application  of  Deborah  Dawson  for  an  executive  position  at 
U.S.  Department  of  Agriculture.   A  copy  of  her  resume  is 
attached. 

Deborah  has  served  as  a  Democratic  professional  staff  member 
on  various  committees  of  the  Congress  for  more  than  a  decade  and 
a  half.   Deborah  has  worked  effectively  on  agriculture  trade  and 
food  safety  policy  and  budget  issues  for  over  six  years.   During 
this  time,  she  visited  Arkansas  several  times  to  learn  about 
various  aspects  of  our  State's  agriculture  production,  processing 
and  research. 

I  believe  Deborah  Dawson  would  be  a  superb  choice  for  the 
position  of  Deputy  Assistant  Secretary  for  Marketing  and 
Inspection  at  the  U.S.  Department  Agriculture.   I  know  she  would 
bring  good  judgment,  substantive  experience,  and  enthusiasm  to 
the  job. 

Please  consider  my  strong  recommendation  of  Deborah  as  you 
and  Secretary  Espy  make  the  selection  for  this  and  other 
important  policy  positions  at  the  Department  of  Agriculture. 


Sin 


ely, 


an  for  Operations 


cc   Honorable  Mike  Espy 

Secretary  of  Agriculture 
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OCT  Ou  1993 


Mr.  William  B.  Sturgis 

Cryovac  Divison  W.R.  Grace  &  Company 

Duncan,  South  Carolina   293  3  4 

Dear  Mr.  Sturgis: 

Secretary  Espy  has  asked  me  to  respond  to  your  letter  about  the 
interim  final  rule  published  in  the  August  16,  1993,  Federal 
Register  to  require  safe  handling  instructions  on  the  labels  of 
raw  or  partially  cooked  meat  and  poultry  products. 

The  public  comment  period  on  the  rule  ended  September  15,  1993. 
We  appreciate  having  your  views  and  have  included  them  in  the 
record  of  public  comments  on  the  rule.   After  consideration  of 
all  comments  received  by  the  Department,  we  will  publish  a  public 
notice  of  changes,  if  any,  that  are  warranted  by  the  comments 
received. 

If  you  have  questions,  please  let  us  know. 


Sincerely,  v 

v   V- 


H.  Russell  Cross 
Administrator 

cc:   OES 

FSIS  Hearing  Clerk 
ECSAO 

FSTS : ECSAO rDHenry: 9/20/93: 720-9520 :tw: 10/05/ 93: 

•/   03-3038637    03-3038753 

File:   Labeling:   Handling 
(0PI:S&T) 

Identical  letter  sent  to  persons  on  attached  list, 


Af- 
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Mr.  William  B.  Sturgis 

Cryovac  Divison  W.R.  Grace  &  Company 

Duncan,  South  Carolina   29334 

Mr.  Tom  Harpenau 

Vice  President  of  Operations 

Beef  &  Pork  Division 

Tyson  Foods,  Inc. 

P.O.  Box  202  0 

Springdale,  Arizona   72765-2020 
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COPIES: 
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TySOIl  Foods,    InC.     2210  Oaklawn  Drive  •  P.O.  Box  2020  •  Springdale,  AR  72765-2020  •   1-800-643-3410 

September  8,  1993 


The  Honorable  Mike  Espy 

Secretary 

Department  of  Agriculture 

Washington,  DC   20250 

Dear  Mr.  Secretary: 

I  am  writing  to  you  with  regard  to  the  interim  final  rule  for  Mandatory  Safe  Food  Handling 
Statements  on  Labeling  of  Raw  Meat  and  Poultry  Products  (Docket  93-0121),  that  was  issued 
by  the  Department  of  Agriculture  on  August  16. 

I  support  the  inclusion  of  safe  handling  statements  on  all  raw  meat  and  poultry  products,  but 
oppose  the  unreasonable  short  time  allowed  to  implement  the  rule  and  the  fact  that  is  was  issued 
without  providing  for  a  prior  public  comment  period  that  could  substantially  alter  aspects  of  its 
implementation. 

Specifically,  I  would  like  to  request  that  the  rule  be  modified  in  the  following  ways:  1)  Focus 
the  initial  implementation  schedule  on  ground  products  that  do  not  currently  have  cooking  and 
handling  instructions,  2)  Harmonize  the  effective  date  for  mandatory  safe  handling  statements 
and  nutritional  labeling  of  meat  and  poultry  products  effective  July  6,  1994,  3)  Use  signs, 
placards  and  point-of-purchase  materials  to  inform  consumers  during  the  implementation  phase, 
4)  Develop  a  single  safe  handling  statement  for  foodservice  and  retail  establishments,  and,  5) 
Use  date  of  packaging  to  determine  compliance. 

Thank  you  for  your  consideration  of  my  views  on  this  matter. 

Sincerely, 


yf<r+~  li 


fiction   Office:    fsls 
Referral   Code:    *3 

TomHarpenau 

V.P.  of  Operations 
Beef  &  Pork  Division 

•3038V   5"T' 

TH/raj 
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DEPARTMENT  OF  AGRICULTURE 

OFFICE    OF   THE    SECRETARY 
WASHINGTON.    O.C.     202S0 


May  %      1994 

Mr.  Bob  Milton 

Division  Personnel  Manager 

Tyson  Foods,  Inc. 

P.O.  Box  2020 

Springdale,  Arkansas  72765-2020 

Dear  Mr.  Milton: 

Thank  you  for  your  letter  concerning  my  plan  to  reorganize  the 
Department  of  Agriculture  (USDA) .  I  appreciate  your  concerns  with  that 
part  of  the  plan  which  would  transfer  the  policy  guidance  for  conservation 
programs  to  the  new  Natural  Resources  Conservation  Service  (NRCS) ,  and  I 
understand  your  belief  that  the  Nation's  farmers  and  ranchers  should 
protect  our  natural  resources.  I  hope  this  letter  will  respond  to  your 
concerns  and  explain  why  it  is  so  important  that  we  dramatically  alter  the 
way  USDA  does  business. 

USDA  has  become  increasingly  subject  to  intense  criticism  from  Members 
of  Congress,  the  media,  the  general  public,  and  most  importantly,  from  the 
very  customers  we  are  obligated  to  serve.  We  have  been  denounced  as 
wasteful  and  extravagant,  unresponsive  to  our  increasingly  diverse 
clientele,  and  organizationally  and  manager ially  incapable  of  meeting  the 
challenges  which  face  the  food  and  agricultural  sector,  rural  America,  and 
our  Nation's  natural  resource  base. 

As  we  embark  upon  the  21st  century,  we  must  acknowledge  the  validity 
contained  in  those  criticisms  and  move  toward  constructive  change.  In  this 
period  of  extraordinary  transition,  we  are  challenged  to  shrink  Government 
while  maintaining  services.  We  must  modify  the  way  work  gets  done  so  that 
it  accomplishes  more  and  costs  less.  We  have  the  opportunity  to  change,  in 
a  positive  manner,  the  way  USDA  does  business.  A  thoughtful  reorganization 
of  USDA  into  sharply  focused,  coordinated  service  agencies  will  prepare  us 
for  the  next  year,  and  the  next  century. 

Under  the  proposed  reorganization,  USDA  would  be  restructured  along 
six  mission  lines  to  create  a  streamlined  and  revitalized  Department.  A 
new  emphasis  on  conservation  programs  will  be  a  part  of  the  new  USDA.  A 
comprehensive  program  of  conservation  will  be  the  primary  responsibility 
of  the  new  NRCS  under  the  Assistant  Secretary  for  Natural  Resources  and 
Environment.  However,  NRCS  and  a  new  single  agency,  the  Farm  Service 
Agency  (FSA) ,  will  be  under  one  roof  working  out  of  field  service  centers 
with  continued  involvement  in  the  day-to-day  administration  of  cost-share 
programs . 

I  am  very  committed  to  a  close  and  cooperative  relationship  between 
NRCS  and  FSA  at  headquarters  and,  most  importantly,  in  field  offices  to 
ensure  that  "one-stop  shopping"  becomes  a  reality.  At  the  county  level, 


AN  EQUAL  OPPORTUNITY  EMPLOYER 
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Mr.  Bob  Milton 


NRCS  and  FSA  will  be  collocated  at  field  service  centers,  supported  by  the 
Info-Share  Program,  which  will  integrate  conmon  automated  data  bases,  farm 
records  systems,  and  agency  accounting  systems. 

Farmers  will  work  with  FSA  employees  to  sign  up  for  USDA  conservation 
cost-share  programs.  In  addition,  we  are  proposing  to  establish  an 
agricultural  conservation  committee  at  each  USDA  field  service  center  with 
equal  representation  from  FSA  county  committees  and  soil  and  water 
conservation  districts.  These  committees  will  have  the  authority  to 
approve  NRCS  recommendations  on  individual  cost-share  applications.  The 
current  Agricultural  Stabilization  and  Conservation  Service  (ASCS)  system 
will  be  used  to  make  cost-share  payments  to  program  participants. 

I  assure  you  that  the  system  of  local  farmer-elected  committees  will 
be  continued.  In  addition  to  the  agricultural  conservation  committees  that 
I  have  just  described,  new  FSA  county  or  area  committees  will  be  formed  to 
replace  the  current  ASCS  and  Farmers  Home  Administration  oommittees  and 
will  assume  their  functions  for  the  credit,  price,  and  income  support 
programs  administered  by  FSA.  They  will  also  have  many  responsibilities  in 
the  operation  of  USDA  conservation  programs.  Cne  committee  will  be  formed 
for  each  FSA  field  service  center  to  represent  and  assume  responsibilities 
for  the  area  served  by  the  FSA  office.  These  committees  will  be  comprised 
of  five  members,  three  elected  by  the  farmers  in  the  area  and  two  appointed 
by  the  Secretary. 

USDA  is  aware  of  the  unique  capabilities  these  committees  have  to 
reflect  local  needs  and  to  exercise  local  responsibility.  Cn  the  other 
hand,  USDA  is  aware  of  the  need  to  manage  Federal  conservation  program 
budget  resources  with  a  national  perspective  to  assure  that  the  most 
critical  needs  are  given  priority.  We  will  be  working  hard  to  find  the 
appropriate  balance  between  these  concerns. 

Thank  you  for  sharing  your  concerns  about  ray  reorganization  proposal. 
You  can  be  sure  that  the  concerns  you  express  will  receive  every 
consideration  as  we  develop  procedures  to  realize  an  improved  and  more 
efficient  USDA. 

Sincerely, 


MIKE  ESPY  (^/ 

Secretary 
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•    3044341* 
TySOIl  Foods,  InC.    P.O.  Box  2020  •  Springdale,  AR  72765-2020  •  Phone  (501)  290-4000 


November  5,  1993 


Secretary  Mike  Espy 

Department  of  Agriculture 

14th  t   Independence,  SW-Room  200A 

Washington,  D.C.   20250 

Dear  Secretary  Espy: 

I  ask  that  you  vote  against  H.R.  3171.  I  believe  ASCS  should 
continue  to  administer  the  conservation  program.  ASCS  has  the 
expertise  to  administer  the  program,  as  they  have  demonstrated  the 
past  50  years  with  minimal  personnel  cost  while  maintaining  an 
excellent  relationship  with  the  nation's  farmers. 

It  is  not  the  role  of  SCS,  the  USDA,  or  a  new  government  agency 
(ie.  Office  of  Agricultural  Environmental  Quality)  to  protect  our 
nation's  natural  resources.  It  is  the  role  of  the  farmers  and 
ranchers  who  have  nourished  this  land  and  produced  the  food  for 
this  nation  to  continue  to  do  what  they  do  best;  that  is  to 
continue  looking  after  our  natural  resources. 

As  a  nation  we  do  not  need  another  federal  regulatory  agency 
to  watch  over  the  farmer  or  anyone  else  as  proposed  by  H.R.  3171. 
The  SCS  does  not  have  the  expertise  to  deal  with  the  farmers  as 
proposed  by  H.R.  3171. 

I  have  been  farming  and  ranching  for  37  years  in  Kay  County, 
Oklahoma,  and  Benton  County,  Arkansas.  During  this  time  I  utilized 
the  services  of  the  ASCS  extensively. 

Sincerely, 


Bob  Milton     h 

Division  Personnel  Manager 

BM/dar 
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March  15,  1994 


Mr.  Leland  Tollett 

President  and  CEO 

Tyson  Foods,  Inc. 

P.O.  Box  2020 

Springdale,  Arkansas  72765-2020 

Dear  Mr.  Tollett: 

Thank  you  for  your  letter  to  Secretary  Espy  expressing  your  concern  over  the 
status  of  our  Agricultural  Trade  Offices  (ATO)  in  Osaka  and  Tokyo,  Japan.  I  regret  the 
delay  in  responding. 

We  intent  to  continue  to  have  ATOs  in  both  these  cities.  I  appreciate  hearing 
about  the  benefits  our  ATOs  have  provided  Tyson  Foods  in  promoting  U.S.  agricultural 
products  in  Japan. 


ei 


Sincerely, 

RichaHB.  Schroeter 

Acting  Administrator 


DRAFT:FAS:Robert  Ounnimgs:prJ/8/94:401-7644:03-3048723 
cc   OES,  RCummings 
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TySOn  FOOdS,  Inc.    P.O.  Box  2020  •  Springdale,  AR  72765-202O  •  Phone  (501)  290^000 


Action  Office:  fas 
Referral  Code:  3 


•     3048723* 


January  5,  1994 

The  Honorable  Mike  Espy 

Secretary 

Department  of  Agriculture 

Administration  Building 

1 4th  Street  &  Independence  Ave.  SW 

Washington,  DC   20250 

Dear  Secretary  Espy: 

Tyson  Foods  recently  learned  from  our  office  in  Japan  and  at  an  FAS  co-operator  meeting 
in  Richmond  that  FAS  may  be  planning  to  close  one  or  both  of  its  Agricultural  Trade  Offices 
in  Japan  as  a  cost  saving  measure.  We  would  like  to  take  this  opportunity  to  reaffirm  our 
support  of  the  ATO  offices  in  Japan  and  to  iterate  our  belief  that  they  are  useful  and  effective 
in  promoting  U.S.agricultural  products.  Along  with  many  other  U.S.  food  processors,  Tysons 
has  made  considerable  use  of  the  ATO  facilities  and  services  in  Japan.  In  the  last  year 
alone,  Tyson  Foods  used  the  Tokyo  seminar  and  kitchen  rooms  to  host  two  weeks  of  special 
sample  shows  with  major  Japanese  customers  such  as  7-1 1  Japan,  Wendy's  Japan,  KFC 
Japan,  Daiei  and  Ito-Yokado.  We  also  used  it  in  April  for  our  Chairman,  Don  Tyson,  to 
conduct  a  press  conference  attended  by  over  50  journalists.  Similar  activities  are  planned 
in  1994. 

In  Osaka  where  the  ATO  opened  one  and  a  half  years  ago,  we  participated  this  past  spring 
in  a  week  long  major  American  Food  Show  co-ordinated  and  hosted  by  the  Osaka  ATO. 
We  have  plans  to  conduct  sample  shows  at  the  Osaka  ATO  facility  in  early  1994. 

These  and  other  programs  have  resulted  in  several  millions  of  dollars  worth  of  additional 
exports  for  Tyson  Foods.  We  believe  the  services  offered  by  the  ATO  in  Japan  will  help  us 
to  continue  to  expand  sales  to  Japan,  which  last  year  imported  over  $100  million  worth  of 
poultry  products  and  over  $25  billion  worth  of  U.S.  agricultural  products  in  total. 
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January  5,  1994 
Mike  Espy 
Page  2 


In  summary,  we  believe  strongly  in  the  value  of  having  Agricultural  Trade  Offices  in  Japan 
for  the  promotion  of  trade  in  U.S.  agricultural  products,  and  hope  they  will  be  continued 
in  the  future. 


Sincerely, 


£i/ 


Leland  Toll 
President  ihd  CEO 

cc  John  Vaillancourt,  Tyson  Sales  Director  for  Japan 

Jeff  McNeill,  Tyson  Japan 
Philip  L  Mackie 
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P.O.  Box  1446  Q  321  South  Victory  Street 
little  Rock,  Arkansas  72203r1446  a  (501)375-8131  d  FAX  375-5519 


DAVID  EVANS 
President,  Springdale 


DON  ALLEN 
Executive  Vice  President 


April    26,    1993 


The  Honorable  Mike  Espy 
Secretary  of  Agriculture 
Department  of  Agriculture 
14th  Street  and  Independence,  S. 
Washington,  D.C.   20250 

Dear  Secretary  Espy: 


rtrtion  Office-  osec 
Beferral  Code ■  b 


The  Arkansas  Poultry  Federation  has  scheduled  a  short  meeting 
May  15  on  the  campus  of  Arkansas  Tech  University  in  Russellville, 
Arkansas,  for  the  purpose  of  gaining  insight  into  the  Washington 
agricultural  scene  as  it  pertains  to  poultry  production,  pro- 
cessing, and  inspection. 

We  invite  you  to  participate  with  us  in  this  endeavor.   With 
the  dramatic  change  in  the  executive  branch  of  government,  there 
is  much  for  us  to  gain  from  such  a  meeting. 

Representatives  of  the  poultry  producing  companies  in  Arkansas 
are  invited  to  attend  as  well  as  the  Vice  President  -  Agriculture, 
University  of  Arkansas,  an1?  the  director  of  Poultry  Science  De- 
partment, University  of  Arkansas.   The  official  host  of  the  event 
will  be  the  Honorable  L.L.  Bryan,  Speaker  of  the  House  of  Repre- 
sentatives of  Arkansas. 

The  meeting  will  begin  at  9:00  a.m.  in  the  private  dining  room  of 
Chambers  Cafeteria  at  Arkansas  Tech. 

We  look  forward  to  seeing  you  then. 

Sincerely, 

ARKANSAS  POULTRY  FEDERATION 


Don  Allen 

Executive  Vice  President 


DVA: 

rg 

cc: 

David    R. 

Evans 

PAST  PRESIDENT 

SECRETARY 

DIRECTORS 

Tom  Vanemburg  ( 1 9931 

Joe  Campbel  (199S) 

Paul  Prudhomme  (1995) 

Lynch  But)* 

David  Purte 

Monty  Henderaon  (1993) 

BatetvUle 

Rogeia 

Huntsville 

■DM  Spring* 

Spring-data 

DeOuean 

Leonard  Kiopp  (1994) 

Paul  Lawrence  (1995) 

MEMBERS-AT-LARGE 

VICE  PRESIDENT 

TREASURER 

Don  Johneon  (1993) 

Hopa 

Spnngdaie 

Tad  Brewer  (1994| 

Jim  Young 

OonWalaa 

HotSpnnga 

Vic  Evana  (1995) 

Bob  Pladgar  (1995) 

Favetteville 

Utt*  Hock 

E)  Dorado 

Rai  Thompson  11993) 
FayeaavtJIe 

Decatur 

Danville 

Randal  Goina  (1994) 
Fori  Smith 
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TySOn    FOOClS,    InC.    2210  Oaklawn  Drive  •  P.O.  Box  2020  •  Springdale.  AR  72765-2020  •  (501)  756-4000 


January   4,    199  3 


Dr.  H.  Russell  Cross 
Administrator,  FSIS 
Room  331-E,  Administrative  Building 
U.S.  Department  of  Agriculture 
Washington,  DC   20250 


Dear  Russell, 


(fa* 


It  i<ai*  re  0 


Dr.  James  "Whit"  Whitmore  is  retiring  March  31,  1993  after  more 
than  thirty  years  in  the  poultry  industry. 

I'm  sure  that  you  have  many  fond  and  amusing  stories  of  your 
association  with  Whit.  Please  take  time  to  write  him  a  letter 
recounting  your  favorite  memories^af  how  he  touched  your  life. 


Address  your  letter  to  Wh 
Springdale,  AR,  72765  by 
letters  bound  into  a  book' 
games. 


c~ 


me  at  P.O.  Box  2  020, 
that  we  can  have  the 
re-read  between  golf 


A  letter  with  your  normal  letterhead  and  1  1/2  inch  margins  on  both 
the  left  and  right  side  would  be  appreciated.  Also,  if  you  have 
other  associates  that  have  known  Whit  and  would  like  to  contribute, 
please  pass  this  letter  on  to  them. 


Thanks  for  your  help. 


Ellis  W.  Brunton,  Ph.D. 
Director,  Technical  Services 
Tyson  Foods,  Inc. 


EB/amh 


fiet&m?  ^fckt/twufa^ 
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JAN  19  1993 


Dr.  James  Whitmore 

P.O.  Box  2020 

Springdale,  Arkansas   72765 

Dear  Dr.  Whitmore: 

I  am  pleased  to  be  among  the  many  representatives  from  Government 
and  industry  to  congratulate  you  on  a  long  and  successful  career 
in  the  poultry  industry.   I  wish  you  a  healthy  and  productive 
retirement. 

For  many  years,  the  Food  Safety  and  Inspection  Service  (FSIS)  has 
been  aware  of  your  commitment  to  the  health  of  consumers  through 
your  leadership  in  the  prevention  of  the  contamination  of  food 
through  pesticides,  unapproved  chemicals,  and  additives.   Major 
among  your  contributions  has  been  your  support  in  promoting 
industry  laboratory  controls  and  your  dedication  to  making  a 
reality  the  new  Tyson  Foods  laboratory  for  the  testing  of  Tyson's 
products  nationwide. 

I  was  particularly  pleased  when  you  volunteered  to  participate  in 
our  Hazard  Analysis  and  Critical  Control  Points  (HACCP)  Study  of 
the  Poultry  Slaughter  model.   Your  establishment  was  the  only 
HACCP  plant  in  the  Southwestern  Region.   The  success  of  this 
pilot  program  depends  on  cooperation  with  industry  and  officials 
such  as  you. 

Dr.  Joe  Zurborg,  Springdale  Area  Supervisor,  has  told  me  of  your 
assistance  in  the  FSIS  total  quality  management  meeting  in 
Springdale  last  February.   Your  willingness  to  contribute  when 
called  on  is  greatly  appreciated  by  FSIS  officials  who  have 
worked  with  you  over  the  years. 

I  want  to  extend  my  appreciation  to  you  for  all  that  you  have 
accomplished  on  behalf  of  the  poultry  industry  and  to  thank  you 
for  working  cooperatively  with  FSIS.   Please  accept  my  best 
wishes  to  you  and  Mrs.  Whitmore  for  continued  success  in  the 
years  ahead. 


Sincerely, 


H.  Russell  Cross 
Administrator 
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Dr.  James  Whitmore 


cc :   ECSAO 

FSIS: ECSAO:KatherineGibney/720-9520/l-14-93 :  jm: 1/14/93 : 
0003-ADM-93 

File:   Miscellaneous 
(OPI:   ADM) 
Information:  JZurborg/IO/AO/ (501)  751-8412 /Previous  Letter 
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Tyson 


TySOll  FOOdS,  InC.    PO.  Box  2020  •  Springdale,  AR  72765-2020  •  Phone  (501)  290-4000 

Z/t 

TO i        FSIS  -  Freedom  of  Information 

DATEi     March  IS,  1994 

SUBJJ      FSIS  DIRECTIVE  6550.1   12-09-93         £lC~J/]0   (  ^: 


The  above  directive  has  given  Tyson  Foods,  Inc.  reasons  to 
believe  the  basis  and/or  objectives  for  itB  issuance  are 
defective  and  invalid. 

Please  sand!   (1)  The  complete  analytical  basis  for  the  pre- 
determined line  speeds  established  on  bird/carcaaB  welcht. 
(2)  reason  for  Inspector's  onion  -  memorandum  of  understanding 
being  attached  and  sailed  to  Industry,  (3)  why  presentation 
procedure  now  being  used  vas  not  adjusted  to  reflect  any  valid 
objective  needed  to  meet  the  Directive  if  any  exist,  (4)  and 
finally  the  rationale  for  allowing  FSIS  Inspectors  to  use  both 
hands  to  open  a  carcass  for  inspection  and  not  mention  any 
attention  to  the  attached  viscera.   Apparently  FSIS  has  not  been 
enforcing  the  viscera  presentation  procedure.   The  place  to 
determine  presentation  is  at  the  post-mortem  inspection  station 
not  the  transfer  belt. 

Hopefully,  the  information  requested  can  be  provided  as  soon  as 
possible. 


Sincerely, 


«^W-/V___ 


Dr.  Eugene  O'Neal  Jr. 
Corporate  Staff  Veterinarian 


cot   Dr.  Craig  Seed,  Deputy  Administrator 

Ms.  Pat  Stolfa,  Acting  Deputy  Administrator 
Dr.  Larry  Smith,  S.V.  Regional  Deputy  Director 
David  Portia 
Ellis  Brunton 
Hyer  Westmoreland 
Aubrey  CuzlcX 


jfefaf&AfeAnuty: 
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APR  2  9  '994 


Dr.  Eugene  O'Neal,  Jr. 

Tyson  Foods ,  Inc . 

P.O.  Box  2020 

Springdale,  Arkansas   72765-2020 

Dear  Dr.  O'Neal: 

This  is  in  response  to  your  March  15,  1994,  facsimile  letter 
requesting  the  analytical  basis  for  the  predetermined  line  speeds 
established  for  heavy  young  chickens  in  Food  Safety  and 
Inspection  Service  Directive  6550.1. 

As  discussed  in  your  conversation  with  Dr.  Alice  Thaler  of  our 
Slaughter  Inspection  Standards  and  Procedures  Division,  we  are 
enclosing  the  information  you  requested.   If  you  have  any 
questions,  you  can  call  Dr.  Thaler  at  Area  Code  (202)  720-3219. 

Sincerely, 
/S/  DOROTHY  HENRY 

Dorothy  Henry,  Director 
Executive  Correspondence 

and  Special  Assignments  Office 
Information  and  Legislative  Affairs 

Enclosures 

March  8,  1993  memo 

Maximum  Linespeed  Computation  -  1986  (9-1  configuration) 

Roasters 

Maximum  Linespeed  Computation  -  1986  '(27-1  configuration) 

January  14,  1993  NAFV  comments 

cc:   A.  Thaler,  SISP  (w/copy  of  incoming) 
ECSAO 

FSIS  :  ECSAO  :  KRobbins  :  720  -  9520  :  4 /29/94:jm:  04/29/94:  O'Neal  Jr.- 
0150-OA-94 

File:   Inspection  Procedures 
(OPI:   S&T/SISP) 

Information:   A.  Thaler/SISPD/IO/720-3219 
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THE   SECRETARY   OF  AGRICULTURE 

WASHINGTON,   DC. 
202500IOO 


AUG      5  1994 


The  Honorable  Edolphus  Towns 

Chairman 

Subcommittee  on  Human  Resources  and  Intergovernmental  Relations 

House  Committee  on  Government  Operations 

Washington,  DC  20515 

Dear  Chairman  Towns: 

I  am  providing  the  enclosed  information  in  further  response  to  your  letter  dated 
June  23,  1994.  The  request  asks  for  "[c]opies  of  all  written  correspondence  and  a  list  of 
meetings,  telephone  calls  and  other  communications  between  USDA  administrators, 
including  Mr.  Richard  Rominger,  Deputy  Secretary,  and  Tyson  Foods,  Inc.,  and  the 
Arkansas  Poultry  Federation  from  January  20,  1992  through  June  1,  1994,  especially  any 
communication  between  September  23,  1993  and  April  1,  1994." 

As  you  know,  the  Department  made  a  response  to  your  request  on  July  1,  1994  by 
providing  copies  of  various  documents.  Subsequent  discussions  with  your  staff  indicate  that 
a  broader  request  to  include  myself,  the  Under,  and  Assistant  Secretaries  was  also  intended. 

Enclosure  1  includes  a  list  from  my  schedule  which  is  responsive  to  your  request. 
Several  meetings  are  identified  with  Mr.  Jack  Williams,  a  consultant  who  represents  a 
number  of  clients,  including  Tyson  Foods,  Inc.  Because  Mr.  Williams  represents  clients 
other  than  Tyson  Foods,  all  meetings  listed  did  not  include  a  discussion  of  issues  or  concerns 
related  to  that  organization.  I  would  also  point  out  that  my  schedule,  when  viewed  in  its 
entirety,  reflects  the  open  door  policy  that  I  have  maintained  since  becoming  Secretary.  I 
have  had  numerous  meetings  with  both  USDA  employees  and  all  others  interested  in  issues 
before  the  Department. 

Enclosure  2  includes  information  concerning  contacts  with  Gene  Branstool,  former 
Assistant  Secretary  for  Marketing  and  Inspection  Services,  which  are  responsive  to  your 
request. 
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The  Honorable  Edolphus  Towns 


Enclosure  3  includes  a  response  to  your  request  as  provided  by  Deputy  Assistant 
Secretary  for  Marketing  and  Inspection  Services,  Ms.  Patricia  Jensen. 


No  other  records  of  contacts  have  been  identified  which  are  responsive  to  your 


request. 


Sincerely, 


MIKE  ESPY 


Enclosures 
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Enclosure  1 

Response  for  Chairman  Edolphus  Towns 

Subcommittee  on  Human  Resources  and  Intergovernmental  Relations 

House  Committee  on  Government  Operations 

August  5,  1994 

Secretary  of  Agriculture 
Mike  Espy 


Wednesday,  February  3,  1993,  Meeting  with  Mr.  Jack  Williams,  1:00  p.m. 

Thursday,  March  11,  1993,  Meeting  with  Mr.  Jack  Williams,  4:30  p.m. 

Tuesday,  April  27,  1993,  Meeting  with  Mr.  Jack  Williams,  11:45  a.m. 

Saturday,   May   15,    1993,   Meeting  with  Arkansas  Poultry  Federation,  including 
representatives  of  Tyson  Foods,  Inc. 

Tuesday,  November  16,  1993,  Meeting  with  Mr.  Jack  Williams,  3:00  p.m. 

Sunday,  January  16,  1994,  Attended  sports  event.    Mr.  Don  Tyson  and  Mr.  John 
Tyson  were  present. 

Tuesday,  January  25,  1994,  Meeting  with  Mr.  Jack  Williams,  3:30  p.m. 

Wednesday,  February  16,  1994,  Meeting  with  Mr.  Jack  Williams,  4:00  p.m. 
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Enclosure  2 

Response  to  Chairman  Edolphus  Towns 

Subcommittee  on  Human  Resources  and  Intergovernmental  Relations 

House  Committee  on  Government  Operations 

August  5,  1994 

Assistant  Secretary  for  Marketing  and  Inspection  Services 
Gene  Branstool 


May  5,  1993,  Meeting  with  Mr.  John  Tyson  and  Miles  Goggins,  4:00  p.m. 
June  8,  1993,  Telephone  call  from  Mr.  John  Tyson. 
June  9,  1993,  Telephone  call  from  Mr.  John  Tyson. 
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Enclosure  3 

Response  to  Chairman  Edolphus  Towns 

Subcommittee  on  Human  Resources  and  Intergovernmental  Relations 

House  Committee  on  Government  Operations 

August  5,  1994 

Deputy  Assistant  Secretary  for  Marketing  and  Inspection  Services 

Patricia  Jensen 


Wednesday,  January  5,  1994,  Telephone  call  from  Jack  Williams. 

Wednesday,  January  12,  1994,  Meeting  with  Archie  Schaeffer  and  Jack  Williams, 
11:45  a.m. 

Friday,  January  21,  1994,  Telephone  call  from  Jack  Williams. 

Tuesday,  January  25,  1994,  Telephone  call  from  Jack  Williams. 

Tuesday,  February  1,  1994,  Met  John  Tyson,  Don  Tyson  and  other  Tyson 
representatives. 

Wednesday,  February  2, 1994,  a.m.  Addressed  Arkansas  Poultry  Federation,  including 
representatives  of  Tyson  Foods,  Inc.;  Toured  Tyson  poultry  plant  and  research  facility  with 
Archie  Schaeffer  and  other  Tyson  officials. 

Thursday,  March  3,  1994,  Telephone  call  from  Jack  Williams. 

Friday,  March  11,  1994,  Telephone  Call  from  Jack  Williams. 


NOTE:  Telephone  calls  were  often  relative  to  Williams'  client  Mid  America  Dairy 

Cooperative.  There  were  some  additional  incoming  phone  calls  which  were 
not  recorded  due  to  the  fact  that  Ms.  Jensen  received  the  call  as  it  was 
placed. 
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Edolphus  Town  New  York  ONE  HUNDRED  THIRD  CONGRESS  Steven  Schiff.  New  Mexico 

He^TwU.n.oufon,^  Congress  of  the  United  States  l0^"'£ZM'mb" 

V^£ *£$£*%$  House  of  Representatives  Rob  Po„m.„.  ohk, 

Craig  A  Washington,  Texas  Human  Resources  and  Intergovernmental  Relations  Bernard  Sanders,  Vermont 

Independent 
Subcommittee 

of  the  Majority  (202)  225-2548 

Committee  on  Government  Operations  pav  cyny\  ->7^.T*sn 

B-372  Rayburn  House  Office  Building  l       '  ui'aa 

Washington,  DC  20515  Minonty  (202)  225-2738 

June  27,  1994 

The  Honorable  Mike  Espy 

Secretary  of  Agriculture 

U.S.  Department  of  Agriculture 

Fourteenth  Street  and  Independence  Ave.,  S.W. 

Washington,  DC  20250 

Dear  Mr.  Secretary: 

As  you  are  aware,  in  the  exercise  of  its  oversight  responsibilities  pursuant  to  Rules 
X  and  XI  of  the  House  of  Representatives,  the  Human  Resources  and  Intergovernmental 
Relations  and  the  Information,  Justice,  Transportation,  and  Agriculture  Subcommittees 
of  the  House  Committee  on  Government  Operations  jointly  conducted  a  hearing  on  June 
16,  1994,  on  the  U.S.  Department  of  Agriculture's  (USDA)  regulation  and  labeling  of 
poultry  products.   At  the  hearing,  Mr.  Richard  Rominger,  Deputy  Secretary,  testified  that 
a  Food  Safety  Inspection  Service  (FSIS)  staff  review  and  evaluation  of  scientific 
literature  concerning  temperature  effects  on  poultry  would  be  completed  this  month  and 
presented  to  the  National  Advisory  Committee  on  Microbiological  Criteria  for  Foods 
(Micro  Committee)  for  consideration  at  its  meeting  in  July.   Mr.  Rominger  testified  that 
the  Micro  Committee's  review,  as  well  as  other  USDA  efforts  to  determine  consumer 
concerns  and  perceptions,  would  form  the  basis  of  any  policy  revision  regarding  labeling 
of  "fresh"  poultry. 

Because  the  issue  of  "fresh"  poultry  has  been  the  subject  of  intense  consumer  and 
industry  interest,  it  is  important  that  the  Micro  Committee  be  able  to  provide  the  level 
of  impartial  scientific  advice  that  USDA  is  seeking.  Therefore,  we  would  appreciate 
your  responses  to  the  following  questions  by  Friday,  July  15,  1994: 

(1)  What  is  the  purpose,  mission  and  authorization  of  the  Micro  Committee? 
What  requirements  and  procedures  apply  to  membership  on  the 
Committee? 

(2)  What  standards  and  tests  of  conflict  of  interest  or  appearance  of  conflict  of 
interest  apply  to  officers  and  members  of  the  Micro  Committee? 

(3)  Are  officers  and  members  of  the  Micro  Committee  required  to  report 
financial  disclosure  information  to  USDA  or  any  other  sponsoring 
institution?   If  yes,  what  are  the  reporting  requirements?   Specifically,  how 
is  the  information  evaluated  and  by  whom?   If  financial  disclosure  is  not 
required,  why  not? 
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Secretary  Espy 
June  27,  1994 
Page  Two 

(4)  What  requirements  and  procedures  exist  for  members  recusing  themselves 
from  matters  in  which  they  have  a  direct  financial  or  other  vested  interest 
pending  before  the  Micro  Committee? 

(5)  Who  are  the  current  members  of  the  Micro  Committee  and  what  are  their 
affiliations?   Have  any  current  members  of  the  Micro  Committee  been 
involved  in  the  "fresh"  poultry  controversy,  and,  if  yes,  who?   Have  these 
individuals  recused  themselves  from  participating  in  the  upcoming  Micro 
Committee  deliberations  on  "fresh"  poultry?  If  yes,  who? 

(6)  How  will  USDA  ensure  that  the  Micro  Committee  will  be  able  to  provide 
impartial  scientific  advice  to  USDA  on  the  contentious  "fresh"  poultry 
issue? 

We  greatly  appreciate  your  cooperation  in  this  matter.   If  you  have  questions, 
please  contact  Bill  Layden  at  202/225-2548  or  Ed  Armstrong  at  202/225-3741. 


Sincerely, 


C2_ 


Solphus  Towns 

h  airman 
Human  Resources  and 
Intergovernmental  Relations 
Subcommittee 


r^ 


Gary  A  Condit 
Chairman 

Information,  Justice, 
Transportation,  and 
Agriculture  Subcommittee 


The  Honorable  Steven  Schiff 
The  Honorable  Craig  Thomas 
(Ranking  Minority  Members) 
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DEPARTMENT    OF   AGRICULTURE 

OFFICE    OF    THE    SECRETARY 
WASHINGTON,    D.C.    20250 


Honorable  Edolphus  Towns 
Chairman 

Subcommittee  on  Human  Resources 
and  Intergovernmental  Relations 
Committee  on  Government  Operations 
U.S.  House  of  Representatives 
B-372  Rayburn  House  Office  Building 
Washington,  D.C.  20515 

Dear  Mr.  Chairman: 

In  response  to  your  letter  of  June  27,  1994,  co-signed  by  Congressman 
Gary  A.  Condit,  the  Department  of  Agriculture  (USDA)  provided  certain  information 
answering  your  questions  on  USDA's  National  Advisory  Committee  on  Microbiological 
Criteria  for  Foods  (Micro  Committee).    I  regret  that  a  letter  of  transmittal  was  not  included 
with  the  package.    The  information  previously  provided  was  obtained  from  the  Food  Safety 
and  Inspection  Service  Micro  Committee  staff  office. 

Included  in  the  information  was  the  Micro  Committee  charter  as  established  by  the 
Federal  Advisory  Committee  Act  (FACA);  Departmental  Regulation  DR  1041-1,  which 
establishes  administrative  procedures  for  the  Micro  Committee;  and  the  Committee's  list  of 
members. 

If  you  have  any  questions,  please  contact  Ms.  Patricia  Jensen,  Acting  Assistant 
Secretary  for  Marketing  and  Inspection  Services,  who  serves  as  the  Micro  Committee's 
chairperson.    Her  telephone  number  is  (202)  720-4256. 

Sincerely, 

11     ■ 


f/u  h 


RICHARD  ROMINGER 

Deputy  Secretary 
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U.S.  DEPARTMENT  OF  AGRICULTURE 
Food  Safety  and  Inspection  Service 


Responses  to  Chairman  Towns'  and  Chairman  Condit's  June  27,  1994 

Questions  on  the  National  Advisory  Committee  on  Microbiological 

Criteria  for  Foods  (Micro  Committee) 


July  20,  1994 
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1.  What  is  the  purpose,  mission  and  authorization  of  the  Micro 
Committee?  What  requirements  and  procedures  apply  to  membership 
on  the  Committee? 

The  National  Advisory  Committee  on  Microbiological  Criteria 
for  Foods  (the  "Committee")  is  administered  by  the  Food  Safety 
and  Inspection  Service.    The  Committee  was  formed  in  1987  in 
response  to  the  recommendation  of  the  National  Academy  of 
Sciences  (NAS)  that  there  should  be  established  "an  ad  hoc 
Commission  on  Microbiological  Criteria  for  Foods, "1  and  an 
expectation  of  the  U.S.  House  of  Representatives  Committee  on 
Appropriations  that  "the  Food  Safety  and  Inspection  Service,  in 
coordination  with  the  Food  and  Drug  Administration,  move  as 
quickly  as  possible  in  establishing  a  National  Advisory  Committee 
on  Microbiological  Quality  Standards. "2   According  to  its 
charter,  the  Committee's  purpose  is  to  provide  advice  and 
recommendations  on  the  development  of  microbiological  criteria 
for  foods . 

This  Advisory  Committee  is  made  up  of  scientists  in  food 
safety  and  human  health  disciplines  from  industry,  public 
interest  groups,  academia  and  government.   They  are  appointed  by 
the  Secretary  of  Agriculture  after  consultation  with  the 
Secretary  of  Health  and  Human  Services.   The  criteria  used  to 
select  new  nominees  and  to  retain  current  members  of  the 
Committee,  based  upon  Departmental  Regulation  DR1041-1,  are  "that 
the  membership  of  a  Committee  shall  be  fairly  balanced  in  terms 
of  the  points  of  view  represented  and  the  functions  to  be 
performed.   For  purposes  of  obtaining  balance,  agencies  shall 
consider  for  membership  a  cross-section  of  interested  persons  and 
groups  with  demonstrated  professional  or  personal  qualifications 
or  experience  to  contribute  to  the  functions  and  tasks  to  be 
performed."   In  its  most  recent  composition,  the  Committee 
consisted  of  8  members  who  were  representatives  of  state 
governments,  9  members  representative  of  academia,  and  9  members 
representative  of  industry  or  non-governmental  organizations. 
All  of  the  members  except  two  are  either  Ph.D.'s,  M.D.'s  or 
DVM's. 

2.  What  standards  and  tests  of  conflict  of  interest  or 
appearance  of  conflict  of  interest  apply  to  officers  and  members 
of  the  Micro  Committee?   The  members  of  the  committee  serve  as 
representatives  of  academia,  private  industry  and  other  non- 
governmental organizations  as  well  as  State  and  Federal 
government.   They  receive  no  compensation  for  their  work  on  the 
committee,  become  committee  members  through  a  process  of 
recommendations  by  outside  organizations,  and  do  not  function  as 
spokespersons  for  the  Food  Safety  and  Inspection  Service.   In 
this  representative  capacity,  the  conflict  of  interest  statutes 
that,  by  their  terms,  apply  to  government  employees  and  special 
government  employees,  do  not  apply  to  the  Committee  members. 
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The  Committee's  function  as  a  scientific  advisory  body 
ensures  that  conflicts  of  interest  will  not  arise  in  Committee 
deliberations.   The  advice  provided  is  not  policy  advice,  but 
rather  is  advice  on  the  scientific  merits  of  issues  presented  by 
the  Department  for  the  Committee's  consideration.   In  addition, 
not  more  than  on  officer  or  employee  of  any  corporation  or  other 
non-Federal  entity  at  any  one  time  without  prior  approval  of  the 
Committee  Management  Officer.   As  recommendations  are  developed 
and  presented  to  the  Department  via  consensus  of  several  members 
of  differing  backgrounds,  it  would  be  difficult  to  have  one  or 
two  individuals  impose  a  specific  position  or  agenda  on  the 
Committee . 

3 .  Are  officers  and  members  of  the  Micro  Committee  required  to 
report  financial  disclosure  information  to  USDA  or  any  other 
sponsoring  institution?   If  yes,  what  are  the  reporting 
requirements?   Specifically,  how  is  the  information  evaluated  and 
by  whom?   If  financial  disclosure  is  not  required,  why  not? 

Departmental  Regulations  require  that  a  background  clearance 
be  conducted  for  all  proposed  Committee  members  to  be  appointed 
by  the  Secretary,  except  for  those  who  are  Federal  employees. 
This  investigation,  which  should  consist  of  a  name  check  and 
review  of  Department  indices  or  files,  is  conducted  by  the  Office 
of  the  Inspector  General  based  upon  information  provided  by 
Committee  appointees  on  Form  AD- 755  (see  attached) .    Form  AD- 755 
includes  a  request  to  disclose  any  source  of  income  in  excess  of 
$10,000  during  the  preceding  year  (other  than  from  the 
individual's  primary  employer,  which  is  listed  on  the  front  of 
the  form) .   The  background  investigation  form  is  submitted  to  the 
Office  of  the  Secretary  for  each  proposed  Committee  member. 

4 .  What  requirements  and  procedures  exist  for  members  recusing 
themselves  from  matters  in  which  they  have  a  direct  financial  or 
other  vested  interest  pending  before  the  Micro  Committee? 

Since  conflict  of  interest  statutes  do  not  apply  to  members, 
particular  requirements  and  procedures  for  recusal  have  not  been 
established.   However,  there  is  history  of  recusal  within  the 
Committee.   In  1994,  Dr.  John  Kvenberg  of  the  Food  and  Drug 
Administration  (FDA)  recused  himself  when  the  Committee  reviewed 
and  provided  comments  on  FDA's  Proposed  Rule  to  Establish 
Procedures  for  the  Safe  Processing  and  Importing  of  Fish  and 
Fishery  Products. 
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5 .  Who  are  the  members  of  the  Micro  Committee  and  what  are 
their  affiliations?   Have  any  current  members  of  the  Micro 
Committee  been  involved  in  the  "fresh"  poultry  controversy,  and 
if  yes,  who?   Have  these  individuals  recused  themselves  from 
participating  in  the  upcoming  Micro  Committee  deliberations  on 
"fresh"  poultry?   If  yes,  who? 

A  list  of  members  of  the  National  Advisory  Committee  on 
Microbiological  Criteria  for  Foods  is  attached.   It  should  be 
noted  that  the  Committee  was  rechartered  on  May  24,  1994)  and, 
consequently,  six  of  the  Committee  members  (noted  with  an 
asterisk)  are  no  longer  active  as  they  have  reached  the  end  of 
the  six  year  tenure  established  in  Departmental  Regulation  1041- 
1.   A  new  list  of  members  is  anticipated  shortly.   While  there 
are  members  of  the  Committee  whose  affiliations  would  indicate 
that  they  have  an  interest  in  the  "fresh"  poultry  issue,  because 
the  issue  has  not  been  formally  placed  before  the  Committee,  no 
members  of  the  Committee  have  as  yet  recused  or  been  directed  to 
recuse  themselves. 

6 .  How  will  USDA  ensure  that  the  Micro  Committee  will  be  able 
to  provide  impartial  scientific  advice  to  USDA  on  the  contentious 
"fresh"  poultry  issue? 

On  May  24,  1994,  the  Secretary  renewed  the  charter  of  the 
Micro  Committee  (see  attached  charter) .   The  Department  is  in  the 
process  of  appointing  new  members  to  serve  on  the  Committee  and 
reappointing  certain  members  who  are  currently  serving.   Prior  to 
the  Committee's  consideration  of  the  "fresh"  issue,  the 
chairperson  of  the  Committee,  the  Acting  Assistant  Secretary  for 
Marketing  and  Inspection  Services,  will  require  members  to 
disclose  any  interests  and  affiliations  that  are  related  or 
appear  to  be  related  to  issues  that  may  be  before  the  Committee. 
Additionally,  Committee  members  will  be  required,  as  a  condition 
of  appointment,  to  recuse  themselves,  either  voluntarily  or  at 
the  direction  of  the  chairperson,  from  participation  in  matters 
in  which  they  have  actively  been  involved  in  their  professional 
capacity.   However,  as  noted  above,  it  must  be  recognized  that 
the  Committee  is  purposefully  composed  of  representatives  of 
academia,  public  interest  groups,  government,  and  industry.   In 
fact,  the  advice  provided  by  this  Committee  is  valuable  precisely 
because  such  advice  is  the  consensus  reached  by  these  diverse  and 
informed  groups.   Therefore,  the  mere  fact  that  a  Committee 
member  is  employed  by  or  affiliated  with  a  regulated  industry 
group  is  not  a  disqualifying  factor  per  se. 

The  Committee's  recommendations  to  the  Secretary  will 
represent  a  consensus  opinion  of  scientists  representing  an 
entire  spectrum  of  thought  on  issues  of  food  biology. 
Additionally,  the  report  of  the  Committee  on  the  "fresh"  issue 
will  made  available  to  the  public. 
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The  FSIS  scientific  literature  review  and  analysis  of  the 
physiological  and  microbial  effects  on  poultry  of  temperatures  in 
the  range  of  40  degrees  to  0  degrees  fahrenheit  will  be  referred 
to  the  Micro  Committee  for  scientific  peer  review  and  comment. 
The  Committee  is  being  asked  by  USDA  to  review  and  comment  on  the 
comprehensiveness  of  the  scientific  literature  review  and 
analysis  conducted  by  the  FSIS,  and  the  scientific  validity  of 
the  facts  presented  in  this  review.   The  Department  will  not  ask 
the  Committee  to  make  any  recommendations  on  what  the  "fresh" 
policy  should  be. 

As  Chairperson  of  the  Committee,  the  Assistant  Secretary  for 
Marketing  and  Inspection  Services  will  personally  meet  with  the 
Committee  to  receive  its  report  on  the  "fresh"  issue  as  soon  as 
it  is  complete . 


An  Evaluation  of  the  Role  of  Microbiological  Criteria  for 
Foods  and  Food  Ingredients  (Washington,  D.C.:   National 
Academy  of  Sciences,  National  Academy  Press,  1985),  pp.  333- 
335. 

Appropriations  Subcommittee  on  Rural  Development, 
Agriculture  and  Related  Agencies,  Report  100-386,  U.S.  House 
of  Representatives,  October  20,  1987,  p.  58. 
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US   DEPARTMENT  OF  AGRICULTURE 
WASHINGTON.  DC  202B0 


DEPARTMENTAL  REGULATION 

NUMSCRi 

1041-1 

SUBJECT: 

Advisory  Committee   Management 

DATE: 

February   8,    1993 

OPI;     Executive   Resources   and 
Services  Division 

PURPOSE 

This  regulation  provides  procedures  for  the 
establishment,  operation,  duration,  and  accessibility 
to  the  public  of  advisory  committees  under  the 
jurisdiction  of  the  Department. 


CANCELLATION 

This  regulation  supersedes  DR  1041-1 
November  13,  1989. 


dated 


POLICY 


All  provisions  of  the  Federal  Advisory  Committee  Act 
(5  U.S.C.  App.),  Title  XVIII  of  the  Food  and 
Agriculture  Act  of  1977,  as  amended  (7  U.S.C.  2281 
et.  seq.),  regulations  issued  by  the  Committee 
Management  Secretariat  of  the  General  Services 
Administration  (41  CFR  Part  101-6)  and  these 
regulations  will  apply  to  all  advisory  committees, 
as  that  term  is  defined  in  these  regulations, 
unless  otherwise  provided  by  law.   The  Department 
will  maintain  control  over  the  establishment  and 
use  of  advisory  committees. 

Unless  otherwise  provided  by  statute  or 
Presidential  directive,  advisory  committees  shall 
be  utilized  solely  for  advisory  functions. 
Decisions  regarding  actions  or  policies  relating 
to  matters  dealt  with  by  an  advisory  committee 
shall  be  made  solely  by  an  official  of  the 
Department. 


4   DEFINITIONS 


Act.   The  Federal  Advisory  Committee  Act,  as 
amended. 


DISTRIBUTION 


10 
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b   Advisory  connittee.   A  committee,  subcommittee, 

board,  commission,  council,  conference,  panel,  task 
force,  or  other  similar  group,  or  any  subcommittee 
or  subgroup  thereof,  established  by  statute,  or 
established  or  utilized  by  the  President  or  any 
Departmental  official  for  the  purpose  of  obtaining 
advice  or  recommendations  on  issues  or  policies 
within  the  scope  of  his/her  responsibilities,  which 
are  not  exempt  from  the  Federal  Advisory  Committee 
Act.   Refer  to  Section  6  for  exclusions  from  the 
Act. 

c   Committee  Management  Officer  (CM00 .   The  Assistant 
Secretary  for  Administration. 

d   Nonstatutory  advisory  committee.   An  advisory 
committee  established  by  Departmental  authority, 
including  those  authorized  by  an  Act  of  Congress. 

e   Reestablishment  of  an  advisory  committee.   The 

rechartering  of  a  previously  established  committee 
after  its  charter'  has  expired. 

f   Renewal  of  an  advisory  committee.   The  rechartering 
of  a  previously  established  committee  prior  to  the 
expiration  of  its  current  charter. 

g  Secretariat.   The  Committee  Management  Secretariat 
of  the  General  Services  Administration  (GSA) . 

h   Staff  member.   An  individual  who  serves  in  a  support 
capacity  to  an  advisory  committee. 

i   statutory  advisory  committee.   An  advisory  committee 
established  by  an  Act  of  Congress.   It  includes  an 
advisory  committee  established  by  the  Secretary 
where  a  statute  allows  no  discretion  as  to  whether 
the  committee  should  be  established. 

j   Utilized.   A  committee  or  other  group,  composed  in 
whole  or  in  part  of  other  than  full-time  Government 
officers  or  employees,  which  has  an  established 
existence  outside  the  Federal  Government  and  is  used 
as  a  preferred  source  to  obtain  advice  or 
recommendations  in  the  same  manner  as  from  an 
established  advisory  committee. 
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5   RESPONSIBILITIES 

a   The  CMO  will  be  responsible  for: 

(1)  Exercising  control  and  supervision  over  the 
establishment,  procedures,  and  accomplishments 
of  advisory  committees; 

(2)  Assigning  responsibility  for  the  assembly  and 
maintenance  of  the  reports,  records,  and  other 
papers  of  advisory  committees;  and 

(3)  Carrying  out,  on  behalf  of  the  Department,  the 
provisions  of  Section  552  of  title  5, 

United  States  Code,  with  respect  to  such 
reports,  records,  and  other  papers. 

b  The  Office  of  Personnel  (OP)  provides  staff  support 
for  the  CMO  by: 

(1)  Maintaining  systematic  information  on  the 
nature,  functions,  and  operations  of  each 
advisory  committee,  including  a  complete  set  of 
charters  and  annual  reports  for  advisory 
committees; 

(2)  Filing  advisory  committee  charters  with  the 
appropriate  Congressional  committees,  the 
Library  of  Congress,  and  the  Committee 
Management  Secretariat; 

(3)  Maintaining  membership  lists  for  all  advisory 
committees; 

(4)  Complying  with  advisory  committee  management 
reporting  reguirements;  and 

(5)  Providing  advice  and  guidance  on  the 
establishment,  renewal,  utilization,  manage- 
ment, and  reporting  of  all  advisory  committees. 

c  The  Office  of  Finance  and  Management  (OFM)  provides 
staff  assistance  in  the  preparation,  implementation, 
and  monitoring  of  all  non-Forest  Service  advisory 
committee  budgets  by: 
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(1)  Consulting  with  agencies  regarding  the 
presentation  of  proposed  committee  budgets.   A 
consolidated  budget  will  be  compiled  for  all 
non-Forest  Service  agencies  and  presented  to 
the  CMO,  the  Office  of  Management  and  Budget, 
and  Congress; 

(2)  Consulting  with  the  CMO,  once  the  appropriation 
for  advisory  committees  has  been  received,  and 
then  allocating  funds  to  the  appropriate  Under 
Secretary  or  Assistant  Secretary  for  the 
operation  of  committees  within  respective 
functional  areas;  and 

(3)  Issuing  instructions  to  agencies  for  the 
preparation  of  quarterly  reports  indicating 
current  rates  of  expenditure  and  forecasted 
fund  requirement  projections.   These  reports 
will  be  consolidated,  and  recommendations 
regarding  reallocation  of  funds  will  be  made  to 
the  CMO. 

d   Agency  heads  are  responsible  for  providing  an 
orderly  procedure  for: 

(1)  Establishing  or  terminating  advisory  committees 
and  providing  guidance  for  the  selection  of 
members; 

(2)  Adhering  to  the  law  and  regulations  governing 
the  use  of  advisory  committees; 

(3)  Designating  for  any  advisory  committee  a 
central  location  for  the  assembling  and 
maintenance  of  the  reports,  records,  and  other 
papers  of  the  advisory  committee  for  public 
inspection  and  copying; 

(4)  Conducting  periodic  reviews  of  advisory 
committee  activities; 

(5)  Maintaining  an  adequate  advisory  committee 
control  system,  including  maintaining  records 
of  all  advisory  committees  sponsored  by  the 
agency; 

(6)  Submitting  Form  AD-241,  Committee  Control 
Record  (Appendix  A),  and  Form  AD-742,  Transfer 
and  Adjustment  Voucher  (Appendix  B) ,  for  all 
advisory  committees;  and 
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(7)   Appointing  a  designated  agency  official  for 
each  advisory  committee. 

6   EXCLUSIONS  FROM  PROVISIONS  OF  THE  ACT 

a   Excluded  from  coverage  under  these  regulations  are: 

(1)  A  committee  composed  wholly  of  full-time 
officers  or  employees  of  the  Federal 
Government ; 

(2)  Any  advisory  committee  specifically  exempted  by 
an  Act  of  Congress; 

(3)  Any  local  civic  group  whose  primary  function  is 
to  render  a  public  service  with  respect  to  a 
Federal  program,  or  any  State  or  local 
committee,  council,  board,  commission,  or 
similar  group  established  to  advise  or  make 
recommendations  to  State  or  local  officials  or 
agencies; 

(4)  Any  meeting  initiated  by  the  President  or  one 
or  more  Federal  officials  for  the  purpose  of 
obtaining  advice  or  recommendations  from  one 
individual; 

(5)  Any  meeting  initiated  by  a  Federal  official 
with  more  than  one  individual  for  the  purpose 
of  obtaining  the  advice  of  individual  attendees 
and  not  for  the  purpose  of  using  the  group  to 
obtain  consensus  advice  or  recommendations. 
Such  a  group  would,  however,  be  covered  by 
these  regulations  if  the  deliberations  of  the 
group  are  accepted  as  a  source  of  consensus 
advice  or  recommendations; 

(6)  Any  meeting  initiated  by  a  group  with  the 
President  or  one  or  more  Federal  officials  for 
the  purpose  of  expressing  the  group's  view, 
provided  the  group  is  not  used  recurrently  as  a 
preferred  source  of  advice  or  recommendations; 

(7)  Meetings  of  two  or  more  advisory  committee  or 
subcommittee  members  convened  solely  to  gather 
information  or  conduct  research  for  a  chartered 
advisory  committee,  to  analyze  relevant  issues 
and  facts,  or  to  draft  proposed  position  papers 
for  deliberation  by  the  committee  or 
subcommittee;  and 
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(8)   Any  meeting  with  a  group  initiated  by  the 

President  or  one  or  more  Federal  officials  for 
the  purpose  of  exchanging  facts  or  information. 

7   ESTABLISHMENT  OR  REE6TABLZ8HNEMT  OF  A  NONSTATUTORY 
ADVISORY  COMMITTEE 

a  Policy  on  establishment  or  reestablishment.   The 
following  policy  shall  govern  the  establishment  or 
reestablishment  of  nonstatutory  advisory  committees. 
No  such  committee  shall  be  established  or 
reestablished  unless: 

(1)  It  has  been  determined  as  a  matter  of  formal 
record,  by  the  Secretary  or  appropriate  Under 
or  Assistant  Secretary,  to  be  in  the  public 
interest ; 

(2)  It  has  been  established  or  reestablished  in 
accord  with  these  regulations; 

(3)  Prior  consultation  with  the  Secretariat  has 
been  accomplished; 

(4)  Notice  of  the  intent  to  establish  or 
reestablish  the  committee  has  been  published  in 
the  Federal  Register  at  least  15  days  before 
the  committee's  charter  is  filed,  unless  the 
Secretariat  authorizes  a  shorter  period  between 
publication  and  charter  filing; 

(5)  The  purpose  of  the  committee  has  been  clearly 
defined; 

(6)  The  proposed  membership  of  the  committee 
represents  a  balance  in  terms  of  the  points  of 
view  represented  and  the  functions  to  be 
performed;  and 

(7)  The  proposed  budget  of  the  committee  reflects 
the  reasonably  anticipated  costs  of  performing 
the  functions  of  the  committee,  and  the  funds 
to  support  the  committee's  proposed  activities 
are  available  within  the  Congressional 
limitation,  as  indicated  by  OFM  appropriations. 
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b  Procedure  for  establishment  or  reestablishment. 

(1)   An  agency  desiring  to  establish  or  reestablish 
a  committee  or  utilize  an  outside  committee 
shall  first  consult  with  and  obtain  the 
approval  of  the  appropriate  Under  or  Assistant 
Secretary.   If  that  official  approves,  the 
agency  shall  prepare  the  following  documents: 

(a)  A  letter  for  the  signature  of  the  CMO  to 
the  Director  of  the  Secretariat  containing 

.  the  following  information: 

(i)   An  explanation  of  why  the  committee 

is  essential  to  the  conduct  of  agency 
business  and  in  the  public  interest; 

(ii)   An  explanation  of  why  the  committee's 
functions  cannot  be  performed  by  the 
agency,  another  existing  advisory 
committee,  or  other  means  such  as  a 
public  hearing ; 

(iii)   A  description  of  the  agency's  plan  to 
attain  balanced  membership; 

(iv)   A  request  for  concurrence  of  the 
Secretariat  in  the  Department's 
decision;  and 

(v)   Two  copies  of  the  draft  charter  must 
be  forwarded  with  the  letter. 

(b)  A  Departmental  Regulation  containing  the 
following  information  which  will  serve 
as  the  charter  for  the  committee  (see 
Appendix  C  for  an  example) : 

Committee  name; 

Committee's  objectives  and  the  scope 
of  its  activity; 

Period  of  time  necessary  for  the 
committee  to  carry  out  its  purposes; 

Official  of  the  Department  to  whom 
the  committee  reports; 


(i) 

(ii) 

(iii) 

(iv) 
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Agency  responsible  for  providing 
necessary  support  for  the  committee; 

(vi)   Description  of  the  duties  for  which 
the  committee  is  responsible  and,  if 
such  duties  are  not  solely  advisory, 
the  authority  for  such  functions; 

(vii)   Estimated  annual  operating  costs  in 
dollars  and  staff  years; 

(viii)   Estimated  frequency  of  committee 
meetings; 

(ix)   Termination  date  of  the  committee; 
and 

(x)   The  following  statement:   "Equal 

opportunity  practices,  in  line  with 
USDA  policies,  will  be  followed  in 
all  membership  appointments  to  the 
committee.   To  ensure  that  the 
recommendations  of  the  committee  have 
taken  into  account  the  needs  of  the 
diverse  groups  served  by  the 
Department,  membership  shall  include, 
to  the  extent  practicable, 
individuals  with  demonstrated  ability 
to  represent  minorities,  women,  and 
persons  with  disabilities." 

(c)   A  notice  for  publication  in  the  Federal 
Register  of  the  Department's  intent 
concerning  the  committee  (see  Appendix  D 
for  an  example) .   The  notice  shall  contain 
the  name  and  purpose  of  the  committee,  and 
a   statement  that  the  committee  is 
necessary  and  in  the  public  interest.   If 
desired,  an  agency  may  solicit  comments  in 
the  notice  by  including  the  name  and 
address  of  any  agency  official  to  whom  the 
public  may  submit  comments.   Notices  for 
national  committees  shall  be  for  the 
signature  of  the  CMO.   Notices  for 
regional,  State,  and  local  committees  may 
be  signed  by  an  agency  official. 
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(2)  Using  the  appropriate  clearance  forms,  the 
letter  to  GSA,  charter,  and  Federal  Register 
notice  shall  be  cleared  within  the  agency  and 
then  forwarded,  as  a  package,  through  the 
Office  of  the  General  Counsel  (OGC)  to  OP. 

OP  is  responsible  for  obtaining  all  other 
Departmental  clearances.   AD-114  (pink  jacket) 
shall  be  used  for  the  letter  (Appendix  E) ; 
AD-I16  (blue  jacket)  shall  be  used  for  both  the 
Departmental  Regulation  and  the  Federal 
Register  notice  (Appendix  F) . 

(3)  OP  will  notify  the  agency  of  the  action  taken 
by  the  Secretariat  and  will  forward  the  Federal 
Register  notice  to  the  CMO  for  signature.   The 
committee's  charter  will  be  forwarded  for 
signature  at  the  end  of  the  15-day  notice 
period. 

(4)  If  an  agency  has  not  established  or 
reestablished  a  committee  within  a  year  of  the 
concurrence  of  the  Secretariat,  the  concurrence 
shall  be  terminated  unless  the  CMO  grants  an 
extension.   In  no  case  shall  the  approval 
extend  beyond  two  years  from  the  date  of  the 
concurrence 

c  Procedures  for  amending  a  committee  charter. 

(1)  When  minor  amendments  to  the  charter  are 
needed,  the  agency  providing  support  to  the 
committee  will  prepare  a  revised  charter  and 
forward  it,  through  OGC,  to  OP.   OP  is 
responsible  for  obtaining  clearances  and  filing 
the  revised  charter. 

(2)  When  major  amendments  are  necessary,  the  agency 
will,  in  addition  to  the  revised  charter, 
prepare  a  letter  to  the  Committee  Management 
Secretariat  explaining  the  purpose  of  the 
changes  and  why  they  are  necessary.   This 
letter  will  be  prepared  for  the  signature  of 
the  CMO.   The  Secretariat  will  have  15  days  to 
review  the  amendment,  after  which  the  revised 
charter  will  be  forwarded  for  signature  and 
filed  with  the  appropriate  committees  of 
Congress. 
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8  RENEWAL    OF    A    NONSTATUTORY    COMMITTEE 

Procedure  for  renewal.   Procedures  in  Sections  7a  and 
7b  apply  to  the  renewal  of  nonstatutory  committees. 
The  Federal  Register  notice  will  not  be  filed  until 
after  the  charter  has  been  filed,  and  will  note  that 
the  committee  has  been  renewed.  The  renewal  process 
begins  no  more  than  90  and  no  less  than  40  days  before 
a  committee's  scheduled  termination  date. 

9  TERMINATION   OF   A   NONSTATUTORY   ADVISORY   COMMITTEE 

a  A  committee  shall  be  terminated  for  the  following 
reasons: 

(1)  The  charter  has  expired  and  the  committee  has 
not  been  renewed  or  reestablished  as  provided 
in  these  regulations ; 

(2)  The  committee  has  expended  funds  in  excess  of 
its  estimated  annual  operating  costs  by  more 
than  10  percent  or  $500,  whichever  is  greater, 
without  prior  approval  of  the  CMO; 

(3)  The  committee  has  not  filed  all  reports 
required  under  provisions  of  the  Act  or  the 
Food  and  Agriculture  Act  of  1977,  as  amended ; 

(4)  The  committee  has  not  met  for  two  consecutive 
years ; 

(5)  The  functions  of  the  committee  could  or  should 
be  performed  by  Federal  employees;  and 

(6)  The  committee  does  not  serve  or  has  ceased  to 
serve  an  essential  function. 

10   ESTABLISHMENT,  REESTABLI8HMENT,  AND  RENEWAL  OF  A 
STATUTORY  ADVISORY  COMMITTEE 

a  The  filing  of  a  charter  is  the  only  action  required 
to  establish,  reestablish,  or  renew  a  statutory 
advisory  committee.  The  charter  shall  contain  the 
same  information  as  required  for  a  nonstatutory 
committee  in  Section  7b(l) (b) ,  and  shall  be 
forwarded  to  OP,  through  OGC.   OP  is  responsible  for 
obtaining  Departmental  clearances,  signature,  and 
filing. 
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For  a  statutory  advisory  committee  whose  duration  is 
set  by  law  for  more  than  two  years,  a  new  charter 
must  be  filed  every  two  years  after  the  date  of 
enactment  of  the  law  establishing  the  committee. 

A  statutory  advisory  committee  whose  duration  is  not 
otherwise  provided  for  by  law  shall  terminate  two 
years  after  the  date  of  enactment  of  the  law 
establishing  the  committee.   To  reestablish  such  a 
committee,  use  the  procedures  for  nonstatutory 
committees  listed  in  Section  7. 


1 1   MEMBERSHIP 

a  General  procedures.   The  following  procedures  apply 
to  all  advisory  committees: 

(1)  The  membership  of  a  committee  shall  be  fairly 
balanced  in  terms  of  the  points  of  view 
represented  and  the  functions  to  be  performed. 
For  purposes  of  obtaining  balance,  agencies 
shall  consider  for  membership  a  cross-section 
of  interested  persons  and  groups  with 
demonstrated  professional  or  personal 

gualif ications  or  experience  to  contribute  to 
the  functions  and  tasks  to  be  performed. 

(2)  No  member,  other  than  an  officer  or  employee  of 
the  Department,  shall  serve  on  more  than  one 
committee  at  any  one  time  without  the  prior 
approval  of  the  CMO.   The  Office  of  the 
Secretary  will  notify  the  agency  when  a  nominee 
is  already  serving  on  another  advisory 
committee.   Requests  for  multiple  memberships 
shall  be  submitted  through  OP. 

(3)  Not  more  than  one  officer  or  employee  of  any 
corporation  or  other  non-Federal  entity, 
including  its  subsidiaries  and  affiliates, 
shall  serve  on  the  same  advisory  committee  at 
any  one  time  without  the  prior  approval  of  the 
CMO.   Requests  shall  be  submitted  through  OP. 

(4)  No  member,  other  than  an  officer  or  employee  of 
the  Department,  may  serve  on  an  advisory 
committee  for  more  than  six  consecutive  years 
without  the  prior  approval  of  the  CMO. 
Requests  shall  be  submitted  through  OP. 
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(5)   Appointments  of  members  shall  be  for  no  longer 
than  two  years  or  for  the  unexpired  term  of  the 
member  being  replaced,  as  appropriate. 


(6) 


(7) 


Committee  appointments  expire  when  the 
committee  charter  expires  except  in  those 
instances  where  length  of  membership  term  is 
directed  by  law.   The  appointing  authority, 
however,  may  terminate  an  appointment  at  an 
earlier  time.   In  this  connection,  agencies 
should  monitor  the  attendance  and  participation 
of  committee  members  and  consider  replacing  any 
member  who  has  missed  a  substantial  number  of 
scheduled  committee  meetings. 

There  shall  be  no  discrimination  on  the  basis 
of  race,  color,  national  origin,  religion, 
disability,  age,  or  sex  in  the  selection  of 
members.   If  the  agency  publishes  a  notice  in 
the  Federal  Register  soliciting  nominees  for 
committee  membership,  the  notice  shall  include 
the  following  statement:   "To  ensure  that 
recommendations  of  the  (committee/council/ 
board)  take  into  account  the  needs  of  the 
diverse  groups  served  by  the  Department, 
membership  shall  include,  to  the  extent 
practicable,  individuals  with  demonstrated 
ability  to  represent  minorities,  women,  and 
persons  with  disabilities." 

(8)  In  the  event  a  committee  is  renewed  or 
reestablished,  new  appointments  to  the 
committee  shall  be  necessary.   New  appointments 
shall  provide  for  rotation  to  the  extent 
feasible  and  practicable.   Reappointments  may 
be  made  to  assure  effectiveness  and  continuity 
of  operations  consistent  with  the  above 
restraints. 

(9)  It  shall  be  the  responsibility  of  the  agency  to 
insure  that  no  person  selected  as  a  member  of  a 
committee  is  engaged  in  employment  or  has  a 
financial  interest  which  is  deemed  likely  to 
affect  the  integrity  of  his/her  service  on  the 
committee . 
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b  Compensation  and  expense  reimbursement. 

(1)  Unless  specifically  required  by  law  or  approved 
by  the  CMO,  agencies  shall  not  compensate 
committee  members  for  their  service  on  a 
committee. 

(a)  If  compensation  is  mandated  by  statute, 
but  the  statute  does  not  specify  a  rate  of 
compensation,  the  agency  shall  recommend 
to  the  CMO  the  rate  of  pay  for  members. 

.  The  recommendation  shall  be  forwarded 
through  OP.   If  approved,  OP  will  notify 
the  agency. 

(b)  If  compensation  is  not  mandated  by  statute 
and  the  agency  desires  to  pay  members,  the 
request  shall  be  forwarded  to  the  CMO 
through  OP.   The  request  shall  include 
justification  for  such  payment  and  the 
proposed  rate  of  pay.   If  approved,  OP 
will  notify  the  agency. 

(c)  The  rate  of  pay  in  either  (a)  or  (b)  above 
shall  not  exceed  the  daily  equivalent  of 
the  maximum  rate  of  pay  for  GS-15. 

(2)  An  agency  may  fix  the  pay  of  each  committee 
staff  member  at  a  rate  of  the  General  Schedule, 
General  Merit  Schedule,  or  Senior  Executive 
Service  in  which  the  staff  member's  position  is 
appropriately  placed  (see  Chapter  51  of  Title  5 
of  the  U.S.  Code) . 

(3)  An  agency  may  not  fix  the  pay  of  a  staff  member 
at  a  rate  higher  than  the  daily  equivalent  of 
the  maximum  rate  for  GS-15,  unless  it  has  been 
determined  by  the  CMO  that  the  position  would 
be  appropriately  placed  at  a  higher  grade  under 
one  of  the  above  classification  systems.   Once 
such  a  determination  has  been  made,  the  agency 
shall  annually  forward  for  review  by  the  CMO 
documentation  supporting  the  higher  pay  rate. 

(4)  In  establishing  rates  of  compensation,  the 
agency  head  shall  comply  with  applicable 
statutes,  regulations,  and  Executive  Orders. 
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(5) 


A  staff  member  who  is  a  Federal  employee  shall 
serve  with  the  knowledge  of  the  designated 
Federal  official  and  approval  of  the  employee's 
direct  supervisor.   If  a  non-Federal  employee, 
the  staff  member  shall  be  appointed  in 
accordance  with  applicable  agency  procedures, 
following  consultation  with  the  committee. 

c  consultants.   An  agency  shall  fix  the  pay  of  a 
consultant  to  an  advisory  committee  after  S^ing 
consideration  to  the  qualifications  required  of  the 
consultant -and  the  significance,  scope,  and 
technical  complexity  of  the  work.   The  rate  of 
compensation  may  not  exceed  the  daily  equivalent  of 
the  maximum  rate  for  GS-15. 

d  Tr.vPi  expenses.   Committee  members  and  staff 

members,  while  engaged  in  the  performance  of  their 
duties  away  from  their  homes  or  regular  places  of 
business,  may  be  allowed  travel  •*?•"»«»•  ^J1^ 
per  diem  in  lieu  of  subsistence,  as  authorized  by 
5  U  S  C  5703  for  persons  employed  intermittently  in 
Government  service.   Such  payments  for  ^^"nate 
member  of  a  committee  shall  be  allowed  only  when  the 
alternate  member  is  attending  a  meeting  in  that 
capacity. 

e  «r~c-i*l    services.   While  performing  committee 

duties,  a  committee  member  who  is  blind  or  deaf,  or 
who  qualifies  as  a  disabled  individual,  may  be 
provided  services  by  a  personal  assistant  for 
disabled  employees  if  the  member: 

(1)   Qualifies  as  a  disabled  individual  as  defined 
by  Section  501  of  the  Rehabilitation  Act  of 
1973  (29  U.S.C.  794);  and 

<2)      Does  not  otherwise  qualify  for  assistance  under 
5  U.S.C.  3102  as  an  employee  of  an  agency. 

12   CLEARANCE  OP  COMMITTEE  MEMBERS 

a   Policy.   A  background  clearance  is  required  for  all 
pToiosed  committee  members  to  be  appointed  by  the 
lecretary,  except  those  who  are  Federal  employees. 
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Procedure. 

(1)  Four  copies  of  Form  AD-755,  Advisory  Committee 
Membership  Background  Information  (Appendix  G) , 
shall  be  submitted  to  the  Office  of  the 
Secretary  for  each  proposed  committee  member. 
Clearance  procedures  will  not  be  instituted  if 
the  biographical  data  is  insufficient  to  permit 
a  background  review.   In  particular,  any  source 
of  income  in  excess  of  $10,000  during  the 
preceding  year  (other  than  from  the 
individual's  primary  employment),  must  be 
reported  as  a  major  source  of  income. 

(2)  The  above  procedures  shall  be  used  for  both 
existing  and  prospective  members  when  an 
advisory  committee's  charter  is  being  renewed 
or  reestablished,  whether  or  not  biographical 
information  had  been  submitted  on  the 
individual  in  the  past. 


13   APPOINTMENT  OP  MEMBERS 

a  Authority.   National  and/or  statutory  committee 
members  shall  be  appointed  by  the  Secretary. 
Regional,  State  and  local  committee  members  shall  be 
appointed  by  the  agency  official  responsible  for  the 
committee  unless  determined  otherwise  by  the  CMO. 

b   Invitation  to  serve  on  a  national  committee. 

Letters  of  invitation  shall  be  prepared  by  the 

agency  for  the  signature  of  the  Secretary,  and  shall 
include: 

(1)  Purpose,  objectives,  and  expected 
accomplishments  of  the  committee; 

(2)  Name  of  the  chairperson; 

(3)  Frequency  of  meetings,  if  known; 
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(4)  Location  of  meetings,  if  known; 

(5)  Travel  and  per  diem  allowances,  if  applicable; 
and 

(6)  Expiration  date  of  appointment. 

The  agency  shall  provide  appropriate  follow-up  where 
a  letter  of  invitation  has  been  issued  and  no 
response  is  received  within  21  days  of  the  date  the 
invitation  was  mailed. 

c  Certificates  of  appointment. 

(1)  For  national  committees,  Form  AD-580, 
Certificate  of  Appointment,  signed  by  the 
Secretary,  shall  be  presented  to  each  member 
(see  Appendix  H) . 

(2)  The  certificates  may  be  requisitioned  from  the 
Consolidated  Forms  and  Publications 
Distribution  Center.   The  agency  shall  arrange 
for  presentation  of  the  certificates  either  by 
mail  at  the  time  of  appointment,  or  at  the  next 
meeting  of  the  committee. 

14   MEETINGS 

a  General.   All  committee  meetings  shall  be  subject  to 
the  following  provisions. 

(1)  No  meeting  shall  be  held  except  at  the  call  of, 
or  with  the  advance  approval  of,  the  designated 
Departmental  official,  and  with  an  agenda 
approved  by  that  official. 

(2)  Committees  shall  meet  under  the  chairpersonship 
of,  or  in  the  presence  of,  a  designated 
Departmental  official  who  shall  have  the 
authority  and  be  required  to  adjourn  any 
meeting  whenever  he/she  considers  adjournment 
to  be  in  the  public  interest.   No  committee 
shall  conduct  a  meeting  in  the  absence  of  the 
Departmental  official  designated  in  the  charter 
to  chair  or  attend  the  meeting. 
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(3)  The  Department  shall  r.aintain  an  open-door 
policy  with  respect  to  meetings.   Meetings  will 
be  open  to  the  public  except  when  a 
determination  is  made  by  the  Secretary,  in 
writing,  that  any  or  all  portions  of  a  meeting 
should  be  closed  in  accordance  with  5  U.S.C. 
552b(c) . 

(4)  If  an  agency  seeks  to  have  all  or  part  of  a 
meeting  closed  on  the  basis  of  an  exemption 
contained  in  5  U.S.C.  552b(c) ,  the  agency  shall 
prepare  a  determination  for  the  Secretary's 
signature.   The  determination  shall  state  that 
it  is  essential  to  close  a  portion (s)  of  the 
meeting  and  the  specific  reasons  for  this 
action.  The  determination  shall  be  accompanied 
by  an  explanation  of  the  reasons  why  the 
meeting  should  be  closed.   The  determination 
and  accompanying  explanation  shall  be  forwarded 
to  the  CMO,  through  OGC  and  OP,  at  least  4  5 
days  before  the  scheduled  meeting. 

(5)  The  closing  of  a  meeting  or  any  portion  of  a 
meeting  may  be  reviewed  by  the  CMO  after  the 
meeting  is  held.   If  it  is  determined  that  a 
meeting  or  any  portion  thereof  was  closed 
inappropriately,  corrective  action  may  be 
taken. 

(6)  Notice  of  all  meetings,  both  open  and  closed, 
shall  be  published  in  the  Federal  Register  at 
least  15,  but  no  more  than  4  5  calendar  days 
prior  to  the  meeting.   Shorter  notice  may  be 
authorized  by  the  Secretariat  for  good  cause  or 
in  emergency  situations.   The  reasons  for  such 
emergency  exceptions  shall  be  made  part  of  the 
meeting  notice. 

(7)  The  agency  shall  be  responsible  for  preparation 
of  the  notice  and  submitting  it  to  the  Federal 
Register  through  OGC.   The  agency  shall  start 
processing  a  meeting  notice  at  least  4  5  days 
before  the  scheduled  meeting  date  to  allow  for 
clearance  within  the  Department  and  handling 
time  at  the  Federal  Register.   The  notice  shall 
contain: 

*    (a)   The  name  of  the  advisory  committee; 
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(b)  The  time,  date,  place,  and  purpose  of  the 
meeting,  including  a  summary  zi    the  agenda 
or  the  name  of  the  person  fro-  whom  it  may 
be  obtained; 

(c)  The  extent  to  which  the  public  will  be 
permitted  to  attend  or  participate  in  the 

meeting; 

(d)  A  statement  that  the  meeting  is  open  or, 
if  the  meeting  is  to  be  closed,  an 
explanation  of  why  it  is  closed;  and 

(e)  The  name  and  address  of  the  person  to  whom 
written  comments  may  be  made. 

(8)  A  press  release  announcing  a  national  committee 
meeting  shall  be  prepared  by  the  agency  and 
forwarded  to  the  Office  of  Public  Affairs  at 
least  15  days  prior  to  the  meeting.   That 
Office  will  make  the  release  available  to  the 
media.   Releases  announcing  regional,  State, 
and  local  committee  meetings  will  be  furnished 
by  the  agency  to  the  local  media. 

(9)  with  regard  to  an  open  or  partially  open 
meeting,  the  agency  shall  be  responsible  for 
the  following: 

(a)  The  meeting  shall  be  held  at  a  reasonable 
time  and  at  a  place  that  is  reasonably 
accessible  to  the  public; 

(b)  The  size  of  the  meeting  room  shall  be 
large  enough  to  accommodate  the  committee 
members,  the  staff,  and  members  of  the 
public  who  could  reasonably  be  expected  to 
attend; 

(c)  Any  member  of  the  public  shall  be 
permitted  to  file  a  written  statement  with 
the  committee  before  or  within  a 
reasonable  time  following  the  meeting;  and 

(d)  Interested  persons  may  be  permitted  by  the 
committee  chairperson  to  speak  at  the 
meeting  in  accordance  with  procedures 
established  by  the  committee. 
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(10)  Detailed  minutes  shall  be  kept  of  all  meetings. 
The  chairperson  or  designated  Department 
official  shall  certify  the  accuracy  of  the 
minutes,  which  shall  include  at  least  the 
following: 

(a)  The  time,  date,  and  place  of  the  meeting; 

(b)  A  list  of  committee  members,  committee 
staff,  and  Department  employees  present; 

(c).  An  accurate  description  of  each  matter 

discussed  and  the  resolution,  if  any,  made 
by  the  committee  of  such  matter; 

(d)  Copies  of  all  reports  or  other  documents 
received,  issued,  or  approved  by  the 
committee; 

(e)  A  description  of  the  extent  to  which  the 
meeting  was  open  to  the  public;  and 

(f)  A  description  of  public  participation, 
including  a  list  of  members  of  the  public 
who  presented  oral  or  written  statements, 
and  an  estimate  of  the  number  who  attended 
the  meeting. 

(11)  The  records,  reports,  transcripts,  working 
papers,  etc.,  of  all  open  committee  meetings 
shall  be  available  for  public  inspection  and 
copying.   If  a  portion  of  a  meeting  is  closed, 
the  minutes  of  the  open  portion  shall  be 
available  to  the  public.   If  meetings  are 
entirely  or  partially  closed,  the  agency  shall 
prepare  at  least  annually  a  summary  report  of 
its  activities  and  such  related  matters  as 
would  be  informative  to  the  public.   No  later 
than  December  31,  the  agency  shall  prepare  a 
Federal  Register  notice  of  availability  of  the 
report,  including  instructions  which  allow  the 
public  access  to  the  report. 

(12)  Committee  records  shall  be  maintained  for  the 
life  of  the  committee  and  then  disposed  of  in 
accordance  with  the  agency's  records  disposal 
schedule. 

(13)  If  transcripts  are  made  of  a  meeting,  they 
shall  be  available  within  a  reasonable  period 
of  time  following  the  meeting. 
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(14)  Advice  or  recommendations  of  the  committee 
shall  be  given  only  with  respect  to  matters 
covered  in  the  record  of  the  committee's 
proceedings. 

(15)  If,  in  lieu  of  a  meeting,  recommendations  of 
committee  members  are  solicited  by  mail  or 
telephone,  the  agency  shall  publish  a  notice  in 
the  Federal  Register,  no  later  than  the  date 
the  recommendations  are  sought.   The  notice 
shall  fully  describe  the  matter  to  be 
considered.   The  notice  shall  also  include: 

(a)  Instructions  to  the  public  on  how  to  file 
their  views  on  the  matter  with  the  agency; 

(b)  A  statement  that  the  request  and  any 
responses  received  will  be  available  for 
public  inspection  and  copying;  and 

(c)  The  location  where  these  records  will  be 
maintained. 

(16)  A  report  for  each  committee  where  members' 
recommendations  are  solicited  in  this  manner 
will  be  prepared  at  least  annually  by  the 
agency.   No  later  than  December  31,  the  agency 
shall  prepare  a  Federal  Register  notice  of 
availability  of  this  report,  including 
instructions  which  allow  the  public  access  to 
the  report. 

15   DISCLOSURE  OF  OFFICIAL  INFORMATION  TO  PUBLIC  MEMBERS 

Certain  types  of  information  classified  under  security 
regulations,  or  specifically  restricted  by  law  or 
Presidential  directive,  may  not  be  disclosed  to  members 
of  advisory  committees.   However,  material  otherwise 
restricted  as  "FOR  OFFICIAL  USE  ONLY"  may,  in  some 
circumstances,  be  made  available  when  essential  to  the 
transaction  of  committee  business.   When  making 
material  available  to  committee  members,  it  must  be 
clearly  understood  that  all  material  presented  for 
review  at  an  open  meeting  is  available  for  public 
inspection  and  copying.   Therefore,  good  judgment  must 
be  exercised  to  assure  that  presentation  of  information 
is  essential  and  that  risk  of  consequences  adverse  to 
the  public  interest  has  been  carefully  weighed. 
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16   REPORTING  AND  RECORDS 

a   External  reporting  requirements. 

(1)  The  Department  shall  submit  a  report  on  each 
advisory  committee  to  the  Secretariat  in  the 
manner  and  format  required  by  the  Secretariat, 
for  preparation  of  the  annual  report  required 
by  the  Act.   Instructions  and  forms  for 
preparing  the  report  shall  be  issued  by  OP. 

(2)  For- each  nonstatutory  advisory  committee,  the 
Department  shall  submit  an  annual  report  to  the 
appropriate  committees  of  Congress  and  the 
Library  of  Congress  as  required  by  Title  XVIII 
of  the  Food  and  Agriculture  Act  of  1977,  as 
amended.   Data  for  this  report  shall  be 
prepared  in  accordance  with  guidelines 
furnished  by  OP. 

b  Reports  issued  by  committees. 

(1)  All  reports  and  recommendations  issued  by  a 
committee  shall  be  in  written  form.   The  agency 
shall  maintain  copies  of  such  reports  and/or 
recommendations,  and  a  written  record  of  any 
responses  made  by  the  Department  to  the 
committee's  recommendations. 

(2)  When  a  report  or  recommendation  is  issued  to 
the  Secretary  by  a  committee,  the  agency  shall 
forward  eight  copies  to  the  Library  of 
Congress,  Exchange  and  Gift  Division,  Federal 
Advisory  Committee  Desk,  Washington,  D.C. 
20540.   Excluded  from  this  requirement  are 
minutes  of  meetings,  materials  exempt  under 

5  U.S.C.  552b(c),  reports  prepared  for 
submission  to  the  Secretariat,  and  the  report 
prepared  in  compliance  with  Title  XVIII  of  the 
Food  and  Agriculture  Act  of  1977,  as  amended. 
Background  papers  prepared  for  the  committee's 
use  may  also  be  provided  to  the  Library  of 
Congress,  if  deemed  appropriate. 

c  Committee  control  system. 

(1)   Each  agency  sponsoring  a  committee  shall 

provide  support  services  for  that  committee. 
The  Secretary  shall  designate  the  agency  that 
will  provide  support  services  for  committees 
established  or  authorized  by  law. 
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(2)   The  agency  head  shall  designate  an  official  to 
be  responsible  for  maintaining  central  control 
records  of  all  committees  which  the  agency 
sponsors  or  for  which  it  provides  support 
services.   The  information  shall  be  current  at 
all  times  and  agencies  shall  be  prepared  to 
furnish  such  information  upon  reguest. 

d   Submission  of  Form  AD-241.  Committee  Control  Record. 

(1)  Each  agency,  through  its  committee  management 
official,  must  submit  one  copy  of  Form  AD-241 
(Appendix  A)  to  OP  within  15  days  of  the 
initial  appointment  of  a  new  committee. 
Changes  in  members  or  related  data  must  be 
reported  on  Form  AD-241  within  15  days  of  the 
change. 

(2)  OP  shall  maintain  this  information  in  a  data 
base  for  use  in  preparing  the  membership 
portion  of  the  annual  report  referred  to  in 
Section  15a  above. 

e  Other  records.   In  addition  to  Form  AD-241,  agencies 
shall  maintain  copies  of  the  following: 

(1)  Committee  charter; 

(2)  Minutes  of  committee  proceedings; 

(3)  Press  releases  and  committee  reports; 

(4)  Secretarial  determinations  under  5  U.S.C. 
552b(c)  that  committee  activities  will  be 
closed  to  the  public;  and 

(5)  Any  other  working  papers  properly  a  part  of 
committee  or  subcommittee  records. 

f   Financial  recordkeeping  and  reporting. 

(1)   Funds  for  non-Forest  Service  committees  are 
included  in  the  Departmental  Administration 
budget  and  are  allocated  by  the  CMO  to  the 
appropriate  Under  or  Assistant  Secretary.   That 
official  is  responsible  for  distributing  funds 
to  the  agencies  within  his/her  jurisdiction 
that  sponsor  committees. 
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(2)  Committee  expenses  shall  not  exceed  the 
estimate  in  the  charter  by  the  greater  of  $500 
or  10  percent,  without  prior  approval  of  the 
CMO.   Agencies  shall  request  approval  by 
sending  a  written  justification  to  the  CMO 
through  OP. 

(3)  Each  agency,  through  the  responsible  official, 
shall  maintain  up-to-date  records  that  disclose 
the  disposition  of  funds  made  available  to  its 
advisory  committees.   The  records  shall  be 
available  for  inspection  and  audit  by  the 
Department  and/or  the  General  Accounting 
Office. 

(4)  Agencies  shall  report  amounts  expended  to  OFM 
in  accordance  with  instructions  from  that 
Office. 
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US.  OCPAFTMEHT  or  AGWCU.TUHE 
WASMMGTON.  O.C  20210 


February    8 ,    199! 


DEPARTMENTAL  REGULATION 


SUBJECT: 

Mono  Basin  National  Forest 
Area  Advisory  Board 


DATE 


NUMBER 

1042-30 


July  16.    1992 


OH: 


Forest  Service 


1  PURPOSE/SCOPE 

a  The  Mono  Basin  National  Forest  Scenic  Area  Advisory 
Board  (hereinafter  referred  to  as  the  "Board")  was 
established  by  section  306  of  the  California 
Wilderness  Act  of  1984  (Pub.  L.  No.  9B-425).   This 
regulation  serves  as  the  Charter  for  the  Board. 

b  The  purpose  of  this  Board  Is  to  advise  the  Secretary 
on: 

(1)  The  administration  policies,  programs,  and 
activities  affecting  the  the  Scenic  Area. 

(2)  Preparation  and  implementation  of  the  management 
plan. 

(3)  The  location  of  the  visitor  center. 

2  SPECIAL  INSTRUCTIONS/CANCELLATION 

a  The  Board  shall  terminate  on  May  22,  1995. 

b  This  regulation  will  expire  2  years  from  the  date  of 
signing. 

c  OR  1042-80  dated  April  16,  1990,  is  hereby 
superseded. 

3  MEMBERSHIP  AND  OFFICERS 

a  The  Board  shall  be  composed  of  nine  members. 
b  Members  will  be  appointed  as  follows: 

( 1 )  Five  members  by  the  Mono  County  Board  of 
Supervisors , 

(2)  Two  members  by  the  Governor  of  California  (one 
of  whom  shall  be  an  employee  of  the  California 
Department  of  Parks  and  Recreation), 

(3)  One  member  by  the  Mayor  of  Los  Angeles,  and 
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(4)  One  member  by  the  Secretary  (who  shall  be  an 
employee  of  the  Forest  Service). 

c  Each  member  shall  be  appointed  for  a  term  of  3  years. 

d  The  Chairperson  of  the  Board  shall  be  elected  by 
members. 

e  The  Forest  Service  member  shall  serve  as  the 

designated  Federal  official  under  sections  10(e)  and 
10(f)  of  the  Federal  Advisory  Committee  Act  (5  U.S.C. 
App.  ) 

f  A  majority  of  Board  members  shall  constitute  a  quorum 
for  the  conduct  of  all  business  of  the  Board. 

g  Any  vacancy  on  the  Board  shall  be  filled  in  the  same 
manner  in  which  the  original  appointment  was  made. 

h  Equal  opportunity  practices,  in  line  with  USDA 

policies,  will  be  followed  in  all  appointments  to  the 
Board.   To  ensure  that  the  recommendations  of  the 
Board  have  taken  into  account  the  needs  of  the 
diverse  groups  served  by  the  Department,  membership 
should  include,  to  the  extent  practicable, 
individuals  with  demonstrated  ability  to  represent 
minorities,  women,  and  persons  with  disabilities. 


DUTIES 

Members  shall  consider  broad  questions  of  management  of 
the  Scenic  Area,  as  mentioned  in  section  Kb)  of  this 
regulation,  and  advise  or  make  recommendations  to  the 
designee  for  the  Secretary  at  meetings  called  by  the 
Forest  Service  member.  The  designee  is  the  Regional 
Forester,  Pacific  Southwest  Region,  San  Francisco, 
California. 


5   ESTIMATED  ANNUAL  OPERATING  EXPENSES 

a  Members  shall  serve  without  compensation,  but  may 
receive  reimbursement  for  travel  expenses  and  per 
diem  In  accordance  with  USDA  travel  regulations  for 
attendance  at  Board  functions. 
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b      Estimated   annual   operating  costs   are   S5.000   and      '0 
staff  years  of   support. 

6  NUMBER  AND  FREQUENCY  OF  MEETINGS 

The  Board  shall  meet  at  least  annually,  with  other 
meetings  held  at  the  call  of  the  Forest  Service  member, 
as  needed.   All  meetings  will  be  open  to  the  public. 

7  REPORTS/SUPPORT 

a   The  Board  reports  to  the  Secretary  of  Agriculture 
through  Forest  Service  and  Departmental  channels. 

b  The  Forest  Service  will  provide  support  for  the 

Board. 


_ J  Madigan     & 
Secretary 
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Notices 


vol.  r.  No.  44 

Tlnliv  Man*  S.  1992 


Tret   eecson   C    He   FEDERAL    REGISTER 
comn  aoownM  o»  rm  nasa  or 
proposed  n*ea  •*»!  *•  anparanie  <o  no 
puosc   NotoH  o<  haamgs  and 


uouMum  and  oongs    J  ij  logo  aono  c* 
auoiorvty    strio  of  poflbom  end 


osoartaaTaon  and  tunctxms  on  canoe* 
o<  oocumena  oupoonng  r\  Vm  ooooon 


OePARTMENT  OF  AGRICULTURE 


Ofltc*)  of  trie  Secretary 


Rodio  and  Television  ff r»«H>.^  1 1«« — 
J—  Advisory  Committee: 
Establishment  and  Nominations 

aacNCv:  Office  of  the  Secretary.  USDA     I 
action:  Notice,  request  for  nominations 
and  comments 


*aay:  In  response  to  the  Conference 
Report  accompanying  the  Fiscal  Year 
1992  Appropriations  Act.  the  Secretaries 
f  Agriculture  and  of  the  Ir.lenor  have 
.greed  to  establish  an  advisory 
committee  to  review  and  report  on  how 
to  establish  rental  fees  for  radio  and 
television  broadcast  uses  which  are 
aulhonzed  on  National  Forest  System 
and  public  lands  The  committee  would 
be  established  for  a  6-month  penod  and 
report  its  findings.  Nominations  to  serve 
on  the  committee  and  comments  on 
categories  of  membership  and  duties  of 
the  committee  are  requested 
oirts:  Nominations  for  membership  on 
the  Committee  and  comments  must  be 
received  in  writing  by  March  20. 1992. 
kDMisscc  Send  nominations  lor 
membership  on  the  Committee  and 
comments  to  Cy  Jamison  ( WO320) 
Director.  Bureau  of  Land  Management. 
USDL  1649  C  Street.  NW..  Washington. 
DC  20240. 

po«  rvwTMOt  »>i«j«s»atio»i  eoatTAcr: 
Breni  Hendley.  Unda  Staff.  Forest 
Service.  USDA  (2021  205-1284.  or  Dave 
Cavanaugh.  Lands  and  Realty  Branch. 
Bureau  of  Land  Management.  USDL 
(202)  20S-S441. 


:  Pursuant 
to  the  Federal  AdNrtaorjf  Committee  Act 
(5  U.S.C  appendix),  notice  it  hereby 
given  that  the  Secretaries  of  Agriculture 
and  the  Interior  intend  to  establish  the 
Radio  and  Television  Broadcast  Use  Fee 
Advisory  Committee,  hereafter  referred 
to  as  Committee.  The  purpose  of  this 
Committee  is  to  advise  the  Secretaries 
of  Agriculture  and  the  anterior  oa 
appropriate  methods  of  determining  f  air 
market  vehje  for  radio  and  television 
bredcast  nee*  authorized  on  lands 
managed  by  the  Forest  Service  and 
Bureau  of  Land  Management 

The  Secretaries  have  determined  that 
the  work  of  the  Committee  it  in  the 
public  interest  and  relevant  to  the  duties 
of  the  Department  of  Agriculture  and 
Department  of  the  Interior  The  dunes 
include  the  management  of 
communications  site  uses  on  Nabonal 
Forest  Syttem  and  public  lands,  under 
the  provisions  of  the  Federal  Land 
Policy  and  Management  Act  of  1976  (43 
U.S.C  1701  et  seq.).  No  other  edvisory 
committee  or  agency  of  the  Department 
of  Agriculture  or  Department  of  the 
Interior  it  performing  the  talks  that  will 
be  assumed  to  the  Committee. 

The  Committee,  including  the  Chair, 
shall  consist  of  >  members  st  follows: 
1.  One  member  repretentmg  etch  of 
the  following: 

a.  Radio  and  television  broadcasters 
suthorued  to  use  tends  administered  by 
the  Forest  Service  or  Bureau  of  Land 
Management 

b.  Radio  or  television  broadcasters 
who  primary  broadcast  facilities  are 
located  on  leased  private  lands: 

c  Radio  or  television  transistors: 

d.  State.  County  or  local  governments: 

e.  Managers  of  communications  sites: 
f  Individual  or  respresentsbves  of  an 

organiiaboo  knowledgeable  of 
methodologies  for  determining  market 
value: 

g.  Public  other  thin  the  individuals  or 
groups  mentioned  above. 

2.  A  represenunve  of  the  USDA.  and 

3.  A  representative  of  the  USDL 
Members  appointed  to  the  Committee 

shall  be  qualified  to  provide  input  and 
data  necessary  to  contribute  to  the 


purpose  and  duties  of  the  Committee. 
Parsons  Wilt)  experience  and  knowledge 
In  the  methods  of  determining  fair 
maiket  value  will  be  green  preference 
for  appointment.  A  member  of  the  Lands 
Staff.  USDA  Forest  Service,  will  serve 
as  the  Executive  Secretary  of  the 
Ccssamittee. 

The  duties  of  the  Committee  are  to:  HI 
Review  and  report  on  the  use  of 
appraisals  to  establish  fair  market  rental 
fees  for  radio  and  television  broadcast 
-esses  on  lands  administered  ty  the  Forest 
'Service  and  Bureau  of  Land 
Management  (2)  review  and  report  on 
reasonable  options  for  establishing  fsir 
market  rental  fees  for  radio  and 
television  broadcast  uses:  and  (3)  to 
review  and  report  on  die 
eppropnatenest  of  waivers  or 
reductions  in  rental  feet  for  radio  and 
television  broadcast  uses  based  on 
requirements  for  licensing  under  the 
Communications  Act  of  1934  and  within 
the  authority  of  the  Federal  Land  Policy 
and  Management  Act  of  1976. 

The  Secretaries  minted  those 
individuals,  organizations  and  interest 
groups  affiliated  with  the  categories 
listed  above  to  nominate  individuals  for 
membership  on  the  Committee. 
Nominations  should  describe  snd 
document  the  proposed  member  e 
qualifications  for  membership  to  the 
Committee.  The  Secretaries  seek  a 
diverse  group  of  members  representing  s 
broad  spectrum  of  persons  interested  in 
the  management  of  National  Forest 
Syttem  and  public  lands. 

Equal  opportunity  practices  will  be 
followed  In  all  appointments  to  the 
Committee.  To  ensure  that  the 
recommendations  of  the  Committee 
have  taken  into  account  the  needs  of  the 
diverse  groups  served  by  USD!  snd 
USDA.  membership  should  include,  to 
the  extent  practicable,  individuals  with 
demonstrated  ability  to  represent 
minorities,  women,  and  persons  with 
disabilities. 

Dose  in  Washington.  DC  this  ZSlh  day  of 
February.  1992. 
Osnaa  R.  HUty. 
Assit  lartt  Secretary-  for  A dmuus  tntion. 

[FR  Doc  92-4117  Filed  3-4-9Z  8  ii  am| 
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Secretary'!  Correspondence  Jacket 

INSTRUCTION* 

^  jacket  is  (or  us*  m  coeenng  ■  letter 
prepared  by  a  L'SDA  agency  for  iignatur*  in 
the  Office  of  the  Secretary 

Folio*  procedures  outlined  in  the  US  Gov 
trnmcnt  Correspondence  Manual,  a*  supple- 
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UNITED  STATES  DEPARTMENT  OF  AGRICULTURE 
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1    TYPE  OF 

Simultaneous 

Sequential 

New 

Revised 

Amended 

clearance; 

D 

D 

□ 

D 

D 

ACTION 

2    CLASSIFICATION 
NUMBER  AND 
TITLE 


3   INDEX 
TEAMS 


4    ORIGINATOR 


Name 


Room  Number 


Extension 


Date 


OPI 


5    FORMS  AND 
REPORTS 
CLEARANCE 


Forms 


Date 


Reports 


Date 


6  CLEARANCE 
DEADLINE/ 
DISTRIBUTION 


Complete  by  (date) 


Distribution  Codes 


7    CLEARANCE            Name 

Title 

■  ll    II 

n!oom 

Oate 

Initials 

ORIGINATING 

Number 

In 

Out 

ORGANIZAIION 

8    OTHER                     Organization 

Name  and  Title 

Room 
Number 

Date 

Concur 

Nonconcur 

CLEARANCES         Abbreviations 

In 

Out 

no 

•rucAM 

■Hscwo 

instructions 

on  revise 

9    REMARKS  (for  additional  space  attach  paper) 


10  SIGNATURE  Signature 

AUTHORITY 


Title 


Date 
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APPENDIX    F 


1    GENERAL 
INSTRUCTIONS 


Prepare  original  and  allow  one  copy  tor  each  clearance  oflicer  If  clearances  are  obtained  simul- 
taneously It  clearance  is  obtained  sequentially,  only  one  copy  Is  required 


SPECIFIC  i 

INSTRUCTIONS 

Clearance  officers  are     t 

10  ifV3iC«l#  concunincOJ 
noncurrence  by  Initial- 
ing on*  ol  fha  three 
columns  described 


Concur  (No  Comments)— In  agreement  with  the  directive  to  the  extent  that  it  aftects  the  (unctions 
and  activities  ol  the  clearing  organization. 

Concur  (Comments  Attached)— The  clearing  organization  is  in  general  agreement  with  the  direc- 
tive but  is  suggesting  some  changes.  These  changes,  however,  are  only  suggestions  and  the 
directive  is  considered  acceptable  If  the  changes  are  not  made  It  clearance  is  simultaneous, 
minor  changes  may  be  entered  on  the  directive  Itself;  If  major  changes  are  suggested,  the 
clearance  office  must  prepare  a  memorandum  and  return  it  with  the  directive  to  the  originator.  If 
clearance  is  sequential,  the  clearance  officer  should  contact  the  OPI  to  resolve  any  conflicts 
before  forwarding  to  the  next  clearance  officer, 
e.  Nonconcur  (Comments  Attached)— The  clearing  organization  has  strong  feelings  about  the  ef- 
fects of  the  proposed  directive  on  its  own  areas  of  responsiblities  and  operations  The  nonconcur 
ring  official  must  prepare  a  memorandum  explaining  the  reasons  for  nonconcurrence  and  stating 
what  specific  changes  are  necessary  before  concurrence  can  be  given.  This  memorandum  ot  non- 
concurrence  is  attached  to  the  directive  package  and  returned  to  the  originator  immediately  tor 
both  simultaneous  and  sequential  clearances. 

INSTRUCTIONS      Choose  a  representative  sample  of  text  of  at  least  100  words.  For  long  directives,  use  samples 
FOR  FOG  INDEX    from  several  pages  Analyze  short  documents  (one-half  page  or  less)  completely.  Exclude  tables, 
graphics,  and  lists  of  one-  or  two-word  Items. 


4    ENTER  DATA          a.  Identify  Sample 

Page  and  paragraph  number  of  samplers) 

Total 

FOR  EACH 
SAMPLE  AS 
INDICATED 
BELOW 

b.  Number  of  Words 

(Do  not  count  words  m  headings  unlass 
continous  with  tail.  Traat  as  one  word 
hyphanatac  words,  numoers  abbrevia- 
uons  and  other  symbols  ) 

c  Number  of  Sentences 

(Count  units  which  and  m  a  period  or  a 
question  manx  In  vertical  listings  (eicepi 
one-  or  two-word  items]  count  the  in- 
troduction and  each  item  as  a  separate 
sentence  I 

d.  Number  of  Hard  Words 

(Treat  hard  words,  an  words  ot  3  or  more 
syllables,  abbreviations  and  strmoois  Do 
not  include  capitalized  •Ml  Iprooer 
nouns  adiectives.  litieal.  unless  aymoe- 
lued  or  abbreviated  1 

5   DETERMINE  THE    a.  Average  number  of  words  per  sentence  (Item  4b  divided  by  item  4c) 
AVERAGE  FOG 

TEXT^USING*1"1"      b'  Percenl  °'  hard  words  (l,em  4d  C 

mded  by  1 

em  4b) 

TOTALS  IN 

ITEM  4  ABOVE        c-  Sum  of  word  average  and  hard  word  percent  (Item  5a  plus  Item  5b) 


d.  Fog  index  (Item  5c  multiplied  by  .4) 


6  HOW  YOU  CAN 
LOWER  THE 
FOG  INDEX 


a.  Use  simple  words 

b.  Write  in  the  active  voice 
c  Write  short  sentences 

d.  Limit  sentences  to  one  thought 

e.  Cut  useless  words  and  information 
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APPEKDIX   G 


Form  ApDrovao  O  M  B 
No   OSOS-OOOl 
£»pirtt     » '3V95 


'jnn.o  Su«»  Oparvum  o<  *or,coiiu'« 
ADVISORY  COMMITTEE  MEMBERSHIP  BACKGROUND  INFORMATION 


Privacy  Act  Notice 

Pvolic  UM  9S- II 3  iio  93-579  pa'mrt  collection  ol  tha  till  laouealed  on  tnn  lorm     Tha  aMormalion  »  u»fl  10  otu-m,ne 
qualifications  tutuD'iny  4no  available  lo*  servica  on  advisory  committee*    The  miormauon  will  Cxuua  to  conduct 
bac»0'Ouno  Clearances  and/or  tor  annual  reports  on  advisory  committees     Faluie  to  suomrt  thil  information  may  retuil  in 
nonseiection  ol  a  prospective  advisory  committee  memoei  Of  termination  ol  trie  committee 


1     Name  {Lett.  Fun  m.oou, 


Z_    Soo*  Security  NymMi 


3    Residence  Addiets  tinciuoe  ZIP  Coaej 


5    Place  oi  Bian 


4     Te.epncne 
Horn* 
OH  ice 
FAX. 


6    Date  ol  B.fW 


7    Name  oi  Employer 


8.    Empioyvr  Address  (mciuat  ZIP  Codei 


9    Your  Occupation/Title 


10    Oil  your  business  e-p»n«nce 


11    Usi  education  ana  any  speaajiieo  eipenence 


Form  *0-75i  ,6 


iContinuao  on  reverse' 
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12     r  appiicaoie    no*  long  have  you  D«tn  engaged  in  firming  0'  O'OOuCtiOn    ano  *nat  is  tne  t.je  of  your  firming  ODinuon 
0  •  .  list  acreage  ana  pounoi  produced  py  *.nd  ol  cop  ts  w«>  as  tunas  ana  numoefs  of  livestock 


13    List  producer  or  firm  organizations  (include  wnetner  •  mimM'  or  officer  eno  no*  long  inmiwo, 


14    List  otn«-  affiliations  ana  o.  service  as  a  community  leaoer  mat  would  oeneM  you  in  your  roia  as  a  mimoir  of  Via  advisory 
committee 


IS    Ust  any  Fedarai  aovisory  commitin  or  ooara  on  vmicri  you  axe  currently  a  member  ana  tna  number  of  yaa/s  you  nava  sarvao 
on  mat  commmii  or  ooara 


16    Ust  sourcas  of  incoma-<n  aioass  ol  JiO.OOO-tor  ma  past  ui<noir  year  from  omar  tnan  your  primary  employment    Ust  oniv 
sources   oo  not  snow  amounts  of  mcomt  from  aacn  source 


17.   Mava  you  ever  Oaan  conyictaa  of  a  felony?   (A  telony  is  oafinao  as  any  violation  of  la*  punisnapia  Py  imprisonment  of  longar 
than  ona  v»ai  I   If  so   dkui  noum 


man  ona  year )   If  to.  piaaat  cipiam 


18    As  a  rasult  of  your  participation  in  Federal  programs.  have  any  judgments  oaan  ranaaraa  against  you?  As  a  lasuit  of 

participation  in  any  governmental  programs  relative  to  ma  purposes  pf  ma  advisory  committee  (or  wnieh  you  a/a  a  nominee 
have  any  crvil  or  criminal  actions  baan  initiated  against  you?  If  to.  piaasa  explain. 


&gnatura  Oala 


Public  reporting  burdan  tpr  this  co'iactron  of  information  rs  asiimataa  10  avaraga  30  minuias  par  rasponsc  including  ma  tima 
to'  reviewing  instructions   saa'cnmg  tor  antting  data  sourcas  gatnarmg  ana  maintaining  tnc  oau  naaoad   and  completing 
and  reviewing  ma  collection  of  information    Sand  comments  regarding  mis  burdan  estimata  or  any  omar  aspect  of  mis 
collection  ol  information,  including  suggestions  tor  reducing  mis  buroen  to  Department  of  Agriculture  Clearance  Officer 
OIRM   Room  404-W  Wnn.no, on   0  C    20230   and  to  ma  Office  of  Management  and  Budget   Paperworn  Reduction  Protect 
(OMBMo  0505-00011   Wasnmgton   DC    20503 
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U.S.  DEPARTMENT  OF  AGRICULTURE 
WASHINGTON.  DC   202S0 


DEPARTMENTAL  REGULATION 


1043-28 


SUBJECT: 

National  Advisory 
Committee  on  Microbio- 
logical Criteria   for    Foods 


May    24,    1994 


OPI: 


Food  Safety  and  Inspection  Service 


PURPOSE 

a   The  Secretary,  after  consultation  with  the 

Secretary  of  Health  and  Human  Services  on  the  need 
for  a  joint  Agriculture/  Health  and  Human  Services 
advisory  committee,  hereby  renews  the  National 
Advisory  Committee  on  Microbiological  Criteria  for 
Foods.  The  Committee  was  initially  established  by 
the  Secretary  of  Agriculture  (USDA)on  March  18, 
1988. 

b   The  purpose  of  the  Committee  is  to  provide  advice 
and  recommendations  on  the  development  of 
microbiological  criteria  for  foods. 

c   The  functions  of  this  Committee  cannot  be  performed 
in  less  than  2  years,  and  renewal  is  considered  in 
the  public  interest  in  connection  with  the  duties 
and  responsibilities  of  both  Departments  in 
assuring  the  safety  and  wholesomeness  of  foods. 

d   The  work  of  the  Committee  may  be  accomplished 

through  subcommittees  consisting  of  members  from 
the  whole  Committee. 

SPECIAL  INSTRUCTIONS 

a   This  regulation  will  expire  2  years  from  the  date 
of  this  regulation,  unless  the  Secretary  determines 
prior  to  that  date  that  renewal  is  in  the  public 
interest. 


b   Departmental  Regulation  Number  1043-28  dated  April 
16,  1992,  is  hereby  superseded. 

c   This  document  will  also  serve  as  the  charter  for 
the  National  Advisory  Committee  on  Microbiological 
Criteria  for  Foods. 
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3  OFFICERS  AND  MEMBERSHIP 

a    The  Assistant  Secretary  for  Marketing  and 

Inspection  Services,  or  designee,  will  serve  as 
the  Chairperson.   The  Commissioner  of  the  Food  and 
Drug  Administration, or  designee,  will  serve  as  the 
Vice  Chairperson.  A  representative  of  the  Food 
Safety  and  Inspection  Service  will  serve  as  the 
Executive  Secretary. 

b    The  membership  of  the  Committee  will  be  appointed 
by  the  Secretary  of  Agriculture  after  consultation 
with  the  Secretary  of  Health  and  Human  Services 
(HHS) .   Because  of  their  interest  in  the 
microbiological  criteria  of  food,  advice  on 
membership  appointments  will  be  requested  from  the 
Department  of  Commerce's  National  Marine  Fisheries 
Service  (NMFS)  and  the  Department  of  Defense's 
U.S.  Army  Natick  Research  and  Development  Center 
(Natick) .  Membership  will  consist  of  not  more  than 
25  individuals  with  expertise  in  food  science, 
microbiology  and  other  relevant  disciplines. 
Members  will  serve  at  the  discretion  of  the 
Secretary . 

c    Equal  opportunity  practices,  in  line  with  USDA 

policies,  will  be  followed  in  all  appointments  to 
the  Committee.   To  ensure  that  the  recommendations 
of  the  Committee  have  taken  into  account  the  needs 
of  the  diverse  groups  served  by  USDA,  membership 
should  include,  to  the  extent  practicable, 
individuals  with  demonstrated  ability  to  represent 
minorities,  women,  and  persons  with  disabilities. 

A     DUTIES 

The  Committee  will  provide  advice  and  recommendations 
to  the  Secretaries  on  the  development  of 
microbiological  criteria  by  which  the  safety  and 
wholesomeness  of  food  can  be  assessed,  including 
criteria  for  microorganisms  that  indicate  whether  foods 
have  been  processed  using  good  manufacturing  practices. 
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5  ESTIMATED  ANNUAL  OPERATING  COSTS 

a    Members  serve  without  pay,  but  with  reimbursement 
of  travel  expenses  and  per  diem  for  attendance  at 
Committee  or  subcommittee  meetings  called  by  the 
Chairperson. 

b    Annual  operating  costs  are  estimated  to  be 

$200,000  and  will  be  divided  among  USDA,  HHS, 
NMFS,  and  Natick.   Staff  year  requirements  are 
estimated  to  be  2 . 

6  NUMBER  AND  FREQUENCY  OF  MEETINGS 

The  full  Committee  is  expected  to  meet  semiannually  ar.d 
the  subcommittees  will  meet  as  deemed  necessary  by  the 
Chairperson. 

7  REPORTS  AND  SUPPORT 

a    The  Committee  reports  to  the  Secretary  of 

Agriculture  through  the  Assistant  Secretary  for 
Marketing  and  Inspection  Services  and  to  the 
Secretary  of  Health  and  Human  Services  through  the 
Assistant  Secretary  for  Health. 

b  The  Food  Safety  and  Inspection  Service  will 
provide  administrative  staff  support  to  the 
Committee. 


/    MIKE  ESPY, 
SECRF- 
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National  Advisory  Committee  on 
Microbiological  Criteria  for  Foods 


Dr.  Gary  R.  Acuff 
Assistant  Professor 

Food  Microbiology 
Animal  Science  Department 
Texas  A&M  University 
College  Station,  TX    77843 
(409)  845-4425 
FAX:  (409)  845-9354 
email:  gra9683@rigel.tamu.edu 

Dr.  Douglas  Archer 

Institute  of  Food  and  Agricultural  Sciences 

Food  Science  and  Nutrition  Dept. 

University  of  Florida 

359  Food  Science  and  Nutrition  Bldg. 

P.O.  Box  110370 

Gainesville,  FL  32611-0370 

(904)392-1991 

FAX:  (904)  392-9467 

Dr.  William  L.  Brown 

President 

ABC  Research  Corporation 

3437  SW  24th  Avenue 

Gainesville,  FL   32607 

(904)  372-0436 

FAX:  (904)  378-6483 

Dr.  Robert  L.  Buchanan 
USDA,  ARS,  Eastern  Regional 

Research  Center 
600  E.  Mermaid  Lane 
Philadelphia,  PA    19118 
(215)  233-6620 
FAX:  (215)233-6581 
email:  rbuchanan@arserrc.gov 

Mr.  Paul  Clayton 

Corporate  Manager 

Product  Integrity  and  Food  Safety 

Con  Agra  P.  0.  Box  G 

650  East  O  Street 

Greeley,  CO    8063 1 

(303)353-2311 

FAX:  (303)351-6648 


Dr.  Mitchell  Cohen 

Director,  Div.  of  Bacterial 

Diseases 
Centers  for  Disease  Control 
1600  Clifton  Road 
Bldg.  1,  Room  5035 
Atlanta,  GA   30333 
(404)  639-1603 
FAX:  (404)  639-3970 

Col.  H.  Wayne  Derstine 

Chief 

Veterinary  Food  Inspection  and 

Public  Health  Division 

Veterinary  Services 

U.S.  Army  Health  Services  Command 

Ft.  Sam  Houston,  TX  78234-6000 

(210)221-6510 

FAX:  (210)221-6519 

email:  hscvet@ftsmhstn-hsc.army.mil 

Dr.  David  W.  Dreesen 

College  of  Veterinary  Medicine 

University  of  Georgia 

Athens,  GA   30602 

(706)  542-5789 

FAX:  (706)  542-5771 

email:  dreesen.d@calc.vet.uga.edu 

Mr.  Spencer  Garrett 

Director 

National  Seafood  Inspection 

Laboratory 
National  Marine  Fisheries 
3209  Frederick 
Pascagoula,  MS   39568-1207 
(601)  762-7403 
FAX:  (601)  769-9200 
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Dr.  Robert  B.  Gravani 
Associate  Professor 
Department  of  Food  Science 
8  Stocking  Hall 
Cornell  University 
Ithaca,  NY    14853 
(607)  255-3262 
FAX:  (607)  254-4868 


Dr.  Ann  McNamara 

Director 

Microbiology  Division,  S&T 

USDA,  FSIS 

Room  410,  Annex  Building 

Washington,  DC    20250 

(202)205-0212 

FAX:  (202)  720-4662 


Dr.  Marilyn  B.  Kilgen 
Department  of  Biological  Sciences 
Nicholls  State  University 
Thibodaux,  LA   70310 
(504)  448-4710 
FAX:  (504)  448-4923 

Dr.  John  Kvenberg 

Director 

Division  of  Cooperative  Programs 
Food  and  Drug  Administration 
330  C  Street,  SW 
Rm.  1042,  HFF-340 
Washington,  DC    20204 
(202)  205-8137 
FAX:  (202)  205-5560 

Dr.  Jong  Sun  Lee 

Professor  Emeritus  of  Food  Science 

Oregon  State  University 

Corvallis,  Oregon  97331-6602 

(503)  737-3131 

FAX:  (503)  737-1877 

Dr.  Kenneth  N.  May 

Consultant 

Food  and  Drug  Industries 

203  McElwee  Street,  North 

Wilkesboro,  NC    28659 

(910)  667-2913 

FAX:  (910)  667-7913 


Dr.  J.  Glenn  Morris,  Jr. 
Professor  of  Medicine 
Division  of  Geographic  Medicine 
Department  of  Medicine  and 

Center  for  Vaccine  Development 
University  of  Maryland  School   of  Medicine 
Baltimore,  MD   21201 
(410)  328-5328 
FAX:  (410)  706-6205 

Dr.  Ranzell  Nickelson,  II 
Silliker  Laboratories  Group,  Inc. 
900  Mackell  Road 
Homewood,  IL  60430 
(708)  957-7878 
FAX:  (708)  957-8405 

Dr.  Merle  D.  Pierson 

Head,  Dept.  of  Food  Science 

and  Technology 
VA  Polytechnic  Institute  and 

State  University 
Blacksburg,  VA    24061 
(703)231-6805 
FAX:  (703)  231-9293 

Dr.  Martha  R.  Roberts 

Deputy  Commissioner  for 

Food  Safety 
Florida-Depart,  of  Agriculture 

and  Consumer  Services 
The  Capitol 

Tallahassee,  FL   32399-0810 
(904)  488-3022 
FAX:  (904)  488-7585 
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Dr.  William  H.  Sperber 

Director 

Microbiology  and  Food  Safety 

The  Pillsbury  Company 

311  Second  Street,  SW 

Minneapolis,  MN    55414 

(612)330-8176 

FAX.  (612)330-1817 

Dr.  William  H.  Sveum 
Director,  Quality  Control 
Campbell  Soup  Company 
Campbell  Place 
Camden,  New  Jersey 
08103-1799 

(609)  342-4800  Ext.  6067 
FAX:  (609)968-2911* 

Dr.  Mark  L.  Tamplin 
Associate  Professor 
Food  Safety 
University  of  Florida 
3031  McCarty  Hall 
Gainesville,  FL   32611-0130 
(904)  392-2030 
FAX:  (904)392-8196 


Dr.  Bruce  Tompkin 

Chief  Microbiologist  and 

Director,  Analytical  Services 
Swift-Eckrich,  Inc. 
3131  Woodcreek  Drive 
Downers  Grove,  IL   60515 
(708)512-1031 
FAX:  (708)  512-1125 

Dr.  Donn  R.  Ward 
Associate  Professor 
Dept.  of  Food  Science 
North  Carolina  State 
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Edolphus  Towns,  New  York  ONE  HUNDRED  THIRD  CONGRESS  Steven  Scruff.  New  Mexico 

Hen^nTaxman.  el*.*  Congress  of  the  United  States  wE^SEL"*"*" 

^X^'.'Z™™  House  of  Representatives  ^^^ 

Craig  A.  Washington.  Texas  Human  Resources  and  Intergovernmental  Relations  Bernard  Sanders.  Vermont 

Independent 
Subcommittee 

of  the  Majority  (202)  225-2548 

Committee  on  Government  Operations  p    ..  ,,«,  «,  ^-un 

B-372  Rayburo  House  Office  Building 

Washington,  DC  20515  Minority  (202)  225-2738 


June  30,  1994 


Mr.  Henry  J.  Voss 

Secretary 

California  Department  of  Food 

and  Agriculture 
1220  N  Street 
Sacramento,  CA   94271-0001 


Dear  Mr.  Voss: 


Thank  you  for  appearing  before  the  Human  Resources  and  Intergovernmental  Relations 
and  the  Information,  Justice,  Transportation,  and  Agriculture  Subcommittees  of  the  House 
Committee  on  Government  Operations,  on  June  16,  1994,  and  testifying  on  "Fresh  vs.  Frozen 
Chickens  and  Other  Issues  Involving  the  U.S.  Department  of  Agriculture's  (USDA)  Regulation 
of  Poultry  Products. " 

The  subcommittees  found  your  testimony  about  the  California  Fresh  Poultry  Consumer 
Protection  Act  to  be  informative  and  highly  engaging.  Your  testimony  will  be  an  invaluable 
resource  in  the  subcommittees'  evaluation  of  the  USDA's  policy  on  the  labeling  of  "fresh" 
chicken. 

During  the  hearing  you  agreed  to  provide  additional  information  for  the  record  We 
would  appreciate  receiving  your  written  responses  to  the  following  questions  by  Friday,  July  15, 
1994: 

(1)  Has  your  department  estimated  the  amount  of  consumer  dollars  spent  in 
California  on  poultry  labeled  as  "fresh "  under  USDA 's  regulations  that  was  frozen 
between  26  and  0  degrees  Fahrenheit?  What  is  the  magnitude  of  the  problem  in 
consumer  dollars  in  California? 

(2)  What  is  the  amount  of  frozen  chicken  and  fresh  chicken  produced  in  California 
and  what  is  the  amount  of  frozen  chicken  and  fresh  chicken  produced  outside 
California?  Of  the  latter  amount,  how  much  is  shipped  to  and  distributed  in 
California? 
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Mr.  Voss 
June  30,  1994 
Page  Two 

Let  us  assure  you  thai  the  subcommittees  will  continue  to  oversee  USDA  's  efforts  to 
reexamine  its  current  labeling  policy. 

Again,  thank  you  very  much.     If  you  have  any  questions  regarding  the  additional 
questions  please  contact  Bill  Layden  of  the  subcommittee  staff  at  202/225-2548. 


Sincerely, 


uphus  Towns 
Chairman 
Human  Resources  and 
Intergovernmental  Relations 
Subcommittee 


Gary  A.  Condit 
Chairman 

Information,  Justice, 
Transportation,  and 
Agriculture  Subcommittee 


X 
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STATE  Of    CAUFORNIA  PETE  WltSON.   Gov»mor 

DEPARTMENT  OF  FOOD  AND  AGRICULTURE 

1220  N  Street,  Room  A- 114 
P.  O.  Box  942871 
Sacramento,  CA   94271-0001 

July  14,  1994 


Congressman  Edolphus  Towns,  Chairman 
Human  Resources  and  Intergovernmental 

Relations  Subcommittee  of  the  Committee 

on  Government  Operations  and 
Congressman  Gary  A.  Condit.  Chairman 
Information,  Justice,  Transportation,  and 

Agriculture  Subcommittee 
B-372  Rayburn  House  Office  Building 
Washington,  DC.    20515 

Dear  Congressmen  Towns  and  Condit: 

In  response  to  your  request  for  additional  information  following  the  recent  hearing  in 
Washington,  DG.  on  "Fresh  vs.  Frozen  Chickens  and  Other  Issues  Involving  the 
United  States  Department  of  Agriculture's  (USDA)  Regulation  of  Poultry  Products", 
we  are  providing  the  information  contained  herein  for  the  record. 

It  is  estimated  that  Californians  spend  more  that  $407  million  on  poultry  sold  as  "fresh"  that 
was  previously  frozen  between  26  and  0  degrees  Fahrenheit  and  then  thawed  for  retail  sale. 
Based  on  a  conservative  estimate  of  an  additional  $  .10  per  pound  for  the  purportedly  "fresh" 
product,  California  consumers  would  be  paying  an  additional  $50  million  annually.    The 
actual  amount  may  be  far  higher. 

California  companies  produce  about  450  million  pounds  of  fresh  poultry  for  retail  sale  within 
the  State.    Since  the  amount  of  frozen  product  sold  is  so  low,  there  are  no  accurate  figures 
regarding  the  State's  production  of  frozen  product. 

However,  out-of-state  companies  produce  about  173  million  pounds  of  frozen  poultry  and 
more  than  11  billion  pounds  of  poultry  that  is  not  "frozen"  under  current  federal  standards 
(poultry  above  0  degrees  Fahrenheit).    These  out-of-state  companies  sell  approximately 
510  million  pounds  of  poultry  frozen  between  0  and  26  degrees  Fahrenheit  in  California  - 
poultry  that  is  often  labeled  "fresh"  in  the  absence  of  any  federal  regulation  to  prevent  such 
deception. 


597 


Congressmen  Edolphus  Towns  and 

Gary  A.  Condit 
July  14,  1994 
Page  Two 


We  hope  you  share  our  concern  regarding  the  negative  economic  impact  that  this  ongoing 
labeling  deception  has  on  the  consumer.   Of  course,  this  is  not  a  problem  limited  to 
Californians,  but  is  shared  by  consumers  throughout  the  country  who  are  currently  deprived 
of  the  right  to  know  whether  the  purportedly  fresh  poultry  they  buy  has  ever  been  previously 
frozen.    Thank  you  for  availing  us  of  the  opportunity  to  address  this  important  issue. 

Sincerely, 


J.  Voss 
Secretary 
(916)  654-0433 
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&*~ Jim  Towiu,  N»»  York  ONE  HUNDRED  THIRD  CONGRESS  [Gffbmtn  SehifT  New  Modes 

hc^L^  out*  Congress  of  ths  United  States  -fekStiXS3LM™b,r 

J£Z£XZfi£ES  House  of  Representative,  Ms-MUt 

CrefcA.  WechingMa,  Tern                                       Humin  RetouKw  uvl  Inter^jwmmejiul  Rclaooni  Bemud  Suden,  Vennool 

Subcommittee  •                        JMepeMenl 

of  the  Majority  (SB)  12S-3S48 

Comraittco  oti  Oowrnmcai  OptraSone  tivnm™™ 

W71  ReyBom  Howe  Office  Building  rA*  P™1  BS^3B 

WaebiMtra,  DCJgU  Minority  (WZ1  »«?» 

The  Honorable  Mike  Espy 

Secretary  of  Agriculture 

U.S.  Department  of  Agriculture 

Fourteenth  Street  and  Independence  Ave.,  S.W. 

Washington,  DC  20250 

Dear  Mr.  Secretary: 

As  you  are  aware,  in  the  exercise  of  its  oversight  responsibilities  pursuant  to  Rules 
X  and  XI  of  the  House  of  Representatives,  the  Human  Resources  and  Intergovernmental 
Relations  and  the  Information,  Justice,  Transportation,  and  Agriculture  Subcommittees 
of  the  House  Committee  on  Government  Operations  jointly  conducted  a  hearing  on  June 
16,  1994,  on  the  U.S.  Department  of  Agriculture's  (USDA)  regulation  and  labeling  of 
poultry  products.  At  the  hearing,  Mr.  Richard  Rominger,  Deputy  Secretary,  agreed  to 
respond  to  additional  questions  submitted  in  writing  by  members  of  the  subcommittees. 
This  letter  conveys  these  additional  questions  and  requests  for  information  (see  attached) 
except  for  one  request  from  Rep.  John  Mica  that  we  have  addressed  in  separate 
correspondence  to  you.  The  subcommittee  would  appreciate  receiving  the  answers  and 
requested  information  by  Wednesday,  July  20,  1994. 

In  addition,  the  subcommittee  has  not  yet  received  an  updated  report  on  USDA's 
pathogen  reduction  activities  and  the  status  of  each  of  your  initiatives  as  Mr.  Rominger 
asked  to  submit  for  the  record  on  page  11  of  his  written  statement  I  would  appreciate 
receiving  this  updated  information  also  by  July  20,  1994. 

Thank  you  in  advance  for  your  cooperation.  Please  contact  Bill  Layden  of  the 
subcommittee  staff  at  (202)  225-2548  if  you  have  any  questions. 


Sincerely, 


30J 

ChJ 

Su&ommittee  on  Human  Resources 
and  Intergovernmental  Relations 

cc:      The  Honorable  Steven  Schiff 

(Ranking  Minority  Member)  Iteferr  ?f-,Cel    fais 

Attachment 
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ATTACHMENT  ATTACHMENT 

ADDITIONAL  QUESTIONS  FOR  THE  RECORD 
Rep.  Towns 

1.  In  an  October  12,  1988,  memorandum  from  Ashland  demons,  Acting  Director, 
Standards  and  labeling  Division,  to  Margaret  OX  Glavin,  Acting  Assistant 
Deputy  Administrator,  Technical  Services,  Mr.  demons  wrote,  Therefore,  the  26° 
F  temperature  appears  to  be  very  soundly  based  and  is,  in  fact,  another  very 
generous  accommodation  towards  the  industries  needs,  both  from  a  safety  and 
esthetics  perspective.''  What  did  Mr.  demons  mean  by  the  phrase,  "another  very 
generous  accommodation  towards  the  industries  needs?"  What  other  "generous 
accommodations"  has  USDA  made  for  the  poultry  industry? 

2.  On  February  10,  1994,  Agriculture  Secretary  Espy  announced  that  he  had  directed 
USDA  to  reexamine  its  policy  for  use  of  the  term  "fresh"  on  poultry  product 
labels.  What  do  USDA's  regulations  and  policy  guidelines  provide  for  use  of  the 
term  "fresh"  on  meat  and  other  non-poultry  products?  Does  USDA  plan  to 
reexamine  the  use  of  the  term  "fresh"  on  meat  and  other  non-poultry  products? 
Why  or  why  not? 

3.  What  does  the  "sell  by  date"  mean  on  packaged  poultry  products?  What  USDA 
regulations  and  policies  govern  this  date?  Does  USDA  review  and  approve  these 
dates?  What  scientific  data  exists  to  support  the  determination  of  these  dates? 
How  does  USDA  ensure  compliance  with  these  dates? 

4.  In  the  wake  of  the  E  coli  01S7:H7  outbreak  Agriculture  Secretary  Espy  testified 
before  a  Senate  panel  in  February  1993  on  the  need  for  additional  legislative 
authority.  In  November  1993,  former  Assistant  Secretary  Eugene  Branstool 
testified  before  this  subcommittee  that  USDA  was  preparing  a  legislative  package 
to  increase  its  ability  to  trace-back  the  source  of  pathogens  and  control  their 
presence  on  meat  and  poultry  products.  What  is  the  status  of  this  legislative 
package  and  why  has  it  taken  so  long  to  develop  and  submit  to  the  Congress? 

5.  According  to  a  March  25,  1994,  Reply  Brief  of  Amicus  Curiae.  United  States,  that 
USDA  had  previously  submitted  to  the  subcommittees,  USDA  has  advanced  its 
interpretation  of  the  Poultry  Product  Inspection  Act* s  (PPIA)  preemption  clause 
as  an  amicus  £nri&£  in  Ifititutn  Pucrtnriquann  de  Carres.  Inc.  v.  Davila.  Civil  No. 
92-2098  (HL)  (D  J».R.  1992).  The  Reply  Brief  also  indicates  that  this  case  was 
settled  before  resolution.  What  is  USDA's  understanding  of  this  settlement? 
Please  provide  a  copy  of  the  amicus  curiae  brief  and  copies  of  all  correspondence 
between  USDA  and  Puerto  Rico  from  March  1988  through  the  present 
concerning  the  PPIA's  preemption  clause. 

6.  According  to  the  written  statement  of  Mr.  Richard  Rominger,  Deputy  Secretary  of 
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Agriculture,  the  Food  Safety  Inspection  Service  (FSIS)  has  reexamined  its  use  of 
the  USDA  official  inspection  legend,  "Inspected  for  Wholesomeness,"  which 
appears  on  Federally  inspected  poultry  products.  According  to  Mr.  Rominger,  the 
legend  or  seal  "does  not  represent  that  the  poultry  product  is  sterile  and 
completely  free  of  pathogens."  His  statement  also  says  that  USDA  will  design  its 
regulatory  programs  "through  careful  and  deliberate  consideration  of  the  needs 
and  expectations  of  the  consumer,  as  well  as  the  views  of  other  interested  parties, 
and  consistent  with  sound  scientific  principles." 

-  What  specifically  did  FSIS  do  to  "reexamine"  its  use  of  the  official 
inspection  legend?  Did  USDA  conduct  any  consumer  surveys  or  collect 
other  data  to  determine  consumer  understanding  and  expectations  about 
the  legend?  If  yes,  please  provide  a  copy  of  these  data,  analyses  and 
reports. 

-  What  data  does  USDA  have  on  consumers'  understanding  and  expectations 
of  the  "Wholesomeness"  seal?  What  data  does  USDA  have  to  establish 
that  consumers  know  and  understand  that  its  official  inspection  legend 
"does  not  represent  that  the  poultry  product  is  sterile  and  completely  free 
of  pathogens?"  Please  provide  copies  of  all  such  data. 

7.  What  is  the  legal  status  of  FSIS  Policy  Memoranda?  What  requirements  exist 
regarding  the  development  and  implementation  of  policy  memoranda,  including 
contacts  with  members  of  the  regulated  industry  and  development  of  a  supporting 
administrative  record?  Please  provide  a  complete  inventory  of  all  operational 
FSIS  Policy  Memoranda. 

8.  What  is  the  status  of  the  USDA/FSIS  Technical  Advisory  Group  (TAG)  on  risk 
assessment?  Has  the  group  been  dissolved  or  has  its  work  been  impaired  in  any 
way  and,  if  yes,  why? 

9.  Will  the  poultry  enhancement  program  include  microbial  guidelines  and  testing 
requirements  on  raw  product?  Please  explain. 

10.  Please  provide  a  copy  of  USDA's  proposed  rule  for  mechanically  separated  red 
meat  and  advance  notice  of  proposed  rulemaking  for  mechanically  deboned 
poultry  products. 

11.  To  what  extent  do  differences  in  USDA's  regulations  on  carcass  chilling 
procedures  favor  poultry  over  red  meat?  What  evidence  exists  to  show  "that 
poultry  producers  have  pushed  chilling  technology  in  the  direction  of  ensuring  the 
maximum  allowable  water  gain  instead  of  in  the  direction  of  reducing  water  gain" 
as  indicated  in  the  draft  memorandum  from  H.  Russell  Cross,  former 
Administrator,  FSIS,  to  Eugene  Branstool,  former  Assistant  Secretary,  Marketing 
and  Inspection  Services  that  was  provided  to  the  subcommittee?  What  is  the 
status  of  FSIS's  revaluation  of  policies  and  practices  in  both  red  meat  and 
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poultry  regarding  carcass  chilling  and  when  will  this  activity  be  concluded? 

12.       What  were  the  major  findings  of  the  Research  Triangle  Institute  study  on 
permitted  exemption  practices  and  what  is  the  status  of  FSIS's  review  of  this 
study?  Please  provide  copies  of  the  study  and  FSIS's  review  and  analysis  of  it. 

Rep.  Cnndit 

1.  What  are  the  USDA's,  or  FSIS's,  guidelines  on  meeting  with  industry  officials 
concerning  matters  that  are  pending  regulation?  Are  employees  required  to  keep 
any  type  of  logs,  files,  memoranda,  etc.? 

2.  Do  any  of  the  guidelines  from  above  apply  to  matters  that  are  to  be  decided 
through  the  use  of  a  "policy  memo?"  Are  there  any  separate  guidelines 
concerning  industry  contacts  during  the  formulation  of  a  policy  memo? 

3.  Is  it  the  FSIS's  opinion  that  it  does  not  in  any  way  regulate  the  information 
printed  upon  boxes  of  poultry  product  that  are  delivered  to  the  retailer. 
Specifically,  the  picture  of  the  Tyson  shipping  box  placed  into  the  bearing  record 
indicated  that  "the  freezing  point  of  poultry  is  28-32  degrees."  This  information 
actually  contradicts  the  spirit,  if  not  the  letter,  of  Policy  Memo  022C.  Is  it  the 
FSIS  position  that  this  information  is  correct  or  incorrect  If  it  is  incorrect,  is  it 
beyond  the  scope  of  FSIS  to  order  a  change  in  the  message? 

4.  Was  the  issue  of  fresh  vs.  frozen  in  any  way  considered  during  the  deliberations 
that  led  to  the  new  nutrition  labeling  or  safe  handling  and  cooking  labeling  on 
raw  products  that  will  take  effect  on  July  6,  1994.  If  so,  specifically  what  criteria 
were  used? 

5.  Please  supply  the  Subcommittee  with  a  list  of  the  scientific  literature  produced 
since  January  1,  1990  that  has  been  reviewed  as  part  of  the  "reevaluation"  of  fresh 
labels  on  poultry. 

Rep.  Schiff 

1.        Please  provide  a  copy  of  all  written  ethical  guidelines  for  employees  at  the  U.S. 
Department  of  Agriculture  to  each  Member  of  the  two  subcommittees. 
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flflp  Thiirman 

1.        Please  provide  the  toll-free  number  for  USDA's  meat  and  poultry  hot-line  and 
information  on  the  hot-line  to  disseminate  to  constituents,  especially  information 
on  consumer  guidelines  for  refreezing  poultry  products. 

Rep.  Horn 

1.  According  to  the  written  statement  from  Henry  J.  Voss,  Secretary,  California 
Department  of  Food  and  Agriculture,  several  states  other  than  California  have 
enacted  laws  that  deviate  from  Federal  standards  but  USDA  has  not  gone  to 
court  to  challenge  these  other  states.  What  other  state  laws  deviate  from  USDA's 
meat  and  poultry  statutes  and  regulations  and  what  has  USDA  done  or  attempted 
to  do  about  these  deviations? 

2.  Please  provide  curricula  vitae  for  the  three  USDA  witnesses  that  appeared  before 
the  Subcommittees:  Mr.  Richard  Rominger,  Deputy  Secretary;  Mr.  Terry  Medley, 
Acting  Administrator,  FSIS;  and  Mr.  John  Golden,  Associate  General  Counsel  for 
Regulatory  and  Marketing. 
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DEPARTMENT   OF   AGRICULTURE 

OFFICE    OF    THE    SECRETARY 
WASHINGTON.    D.C.    202S0 


Honorable  Edolphus  Towns 
Chairman 

Subcommittee  on  Human  Resources 
and  Intergovernmental  Relations 
Committee  on  Government  Operations 
U.S.  House  of  Representatives 
B-372  Rayburn  House  Office  Building 
Washington,  D.C.  20515 

Dear  Mr.  Chairman: 

In  response  to  your  letter  of  July  6,  1994,  the  Department  of  Agriculture  (USDA) 
provided  certain  information  answering  your  questions  on  USDA's  policies  regarding  the 
labeling  of  poultry  as  "fresh,"  USDA's  inspection  seal,  a  comparison  of  meat  and  poultry 
regulations,  and  differences  in  State  and  Federal  laws  regulating  meat  and  poultry  products. 
I  regret  that  a  letter  of  transmittal  was  not  included  with  the  package. 

The  information  previously  provided  was  obtained  from  various  offices  within  the 
Food  Safety  and  Inspection  Service  (FSIS),  including:   the  Deputy  Administrator  for 
Regulatory  Programs;  the  Product  Assessment  Division  ("fresh"  material);  the  Deputy 
Administrator  for  Administrative  Management;  the  Personnel  Division  (employee  status);  the 
Policy  Evaluation  and  Planning  Staff;  the  Freedom  of  Information  Act  Office;  the  Policy 
Analysis  and  Evaluation  Office  (policy  memoranda);  the  Deputy  Administrator  for  Inspection 
Operations;  the  Resources  Management  Staff  (meat  and  poultry  inspection  operations);  and 
the  Federal/State  Relations  Staff  (correspondence  between  Puerto  Rico  and  USDA).   Outside 
FSIS,  additional  information  on  guidelines  for  rulemaking  was  obtained  from  USDA's  Office 
of  General  Counsel. 

If  you  have  any  questions,  please  contact  Ms.  Patricia  Jensen,  Acting  Assistant 
Secretary  for  Marketing  and  Inspection  Services,  at  (202)  720-4256. 


RICHARD  ROMINGEfi/ 
Deputy  Secretary 


cc:       Honorable  Steven  Schiff 


AN  EQUAL  OPPORTUNITY   EMPLOYER 
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Towns  Q.l  —  In  an  October  12,  1988,  memorandum  from  Ashland  demons,  Acting 
Director,  Standards  and  Labeling  Division,  to  Margaret  O'K.  Glavin,  Acting  Assistant 
Deputy  Administrator,  Technical  Services,  Mr.  demons  wrote,  "Therefore,  the  26  degree 
Fahrenheit  temperature  appears  to  be  very  soundly  based  and  is,  in  fact,  another  very 
generous  accommodation  towards  the  industry's  needs,  both  from  a  safety  and  esthetics 
perspective."  What  did  Mr.  demons  mean  by  the  phrase,  "another  very  generous 
accommodation  towards  the  industry's  needs?"  What  other  "generous  accommodations" 
has  USDA  made  for  the  poultry  industry? 

The  memorandum  quoted  in  your  question  was  written  in  1988,  during  a  previous 
administration,  by  an  individual  who  retired  as  Director  of  the  FSIS  Food  Labeling  Division  on 
July  10,  1993.  It  is  not  clear  what  Mr.  Clemons  meant  by  the  quoted  phrase.  Rather  than 
speculating  as  to  its  meaning,  the  Department  respectfully  suggests  that  the  Committee  contact 
Mr.  Clemons  directly  to  determine  what  he  meant  by  the  phrase. 

Under  this  Administration,  Secretary  Espy  has  insisted  upon  equal  treatment  of  industries 
regulated  by  the  Department.  The  Department's  decisions  in  the  areas  of  food  safety  and  the 
regulation  of  the  meat  and  poultry  industries  are  based  on  sound,  scientific  principles.  The 
Secretary  has  also  worked  to  ensure  that  all  interested  parties,  including  consumers,  are  provided 
the  opportunity  to  present  their  views  on  issues  before  the  Department. 
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Towns  Q.2  -  On  February  10,  1994,  Agriculture  Secretary  Espy  announced  that  he  had 
directed  USDA  to  reexamine  its  policy  for  use  of  the  term  "fresh"  on  poultry  product 
labels.  What  do  USDA's  regulations  and  policy  guidelines  provide  for  use  of  the  term 
"fresh"  on  meat  and  other  non-poultry  products?  Does  USDA  plan  to  reexamine  the  use 
of  the  term  "fresh"  on  meat  and  other  non-poultry  products?  Why  or  why  not? 

The  Federal  meat  inspection  regulations  in  9  C.F.R.  317.8(b)(6)  state  that  "fresh"  cannot  be 
used  on  the  labels  of  cured  meat  products,  i.e.,  those  that  contain  any  sodium  nitrate,  sodium 
nitrite,  potassium  nitrate,  or  potassium  nitrite,  or  to  which  salt  has  been  added  for  preservation. 

Further  explanation  on  the  use  of  the  term  "fresh"  may  be  found  in  Policy  Memorandum  022C. 
Policy  Memo  022C  states  that  the  word  "fresh"  may  not  be  used  in  conjunction  with  the  product 
name  of  (1)  any  cured  product,  e.g.,  corned  beef,  smoked  cured  turkey,  and  prosciutto,  (2) 
any  canned  hermetically  sealed  shelf  stable,  dried,  or  chemically  preserved  product,  and  (3)  any 
poultry,  poultry  part,  or  any  edible  portion  thereof  that  has  been  frozen  or  previously  frozen  at 
or  below  zero  degrees  Fahrenheit. 

The  Department  does  not  plan  to  reexamine  the  use  of  "fresh"  on  labels  of  meat  and  other  non- 
poultry  products  because  no  issues  have  been  raised  regarding  the  use  of  "fresh"  on  the  labels 
of  these  products. 
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Towns  Q.3  —  What  does  the  "sell  by  date"  mean  on  packaged  poultry  products?  What 
USDA  regulations  and  policies  govern  this  date?  Does  USD  A  review  and  approve  these 
dates?  What  scientific  data  exists  to  support  the  determination  of  these  dates?  How  does 
USDA  ensure  compliance  with  these  dates? 

The  "sell-by"  date  is  one  of  the  many  quality  descriptions  used  by  industry  to  convey  the 
meaning  of  a  calendar  date  that  may  appear  on  the  labels  of  meat  or  poultry  products.  USDA 
regulations  permit,  but  do  not  require,  the  designation  on  meat  product  labels  of  information  on 
the  packaging  date  of  the  product  or  the  shelf  life  of  the  product.  However,  if  a  date  is  used, 
9  C.F.R.  Part  317.8(b)(32)  requires  that  it  must  be  explained  in  terms  such  as  "packing"  date, 
"sell-by"  date,  or  "use  before"  date.  Any  additional  qualifiers,  such  as  "for  maximum 
freshness"  or  "for  best  quality"  must  be  submitted  to  the  agency  as  part  of  the  prior  label 
approval  process.  In  addition,  the  product  is  inspected  at  the  time  it  is  packaged  to  ensure  that 
product  is  not  adulterated  or  misbranded. 

USDA's  poultry  regulations,  similarly,  do  not  require  that  packaging  or  shelf  life  dates  appear 
on  poultry  product  labels.  The  regulations  merely  require,  for  traceback  purposes,  that  certain 
poultry  product  containers  be  marked  "by  code  or  otherwise"  with  the  date  of  packaging  or  the 
date  on  which  the  poultry  was  slaughtered,  as  appropriate.  9  C.F.R.  Part  381.126.  The 
regulations  permit  a  calendar  date  to  be  declared  on  poultry  product  labels  in  accordance  with 
the  requirements  specified  in  9  C.F.R.  Part  381.129(c). 
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Towns  Q.4  ~  In  the  wake  of  the  E.  coli  0157:H7  outbreak  Agriculture  Secretary  Espy 
testified  before  a  Senate  panel  in  February  1993  on  the  need  for  additional  legislative 
authority.   In  November  1993,  former  Assistant  Secretary  Eugene  Branstool  testified 
before  this  subcommittee  that  USDA  was  preparing  a  legislative  package  to  increase  its 
ability  to  trace-back  the  source  of  pathogens  and  control  their  presence  on  meat  and 
poultry  products.   What  is  the  status  of  this  legislative  package  and  why  has  it  taken  so 
long  to  develop  and  submit  to  Congress? 

The  USDA  pathogen  reduction  package  is  now  undergoing  review  within  the  Administration. 
The  proposal  is  broad  and  involves  changes  that  affect  several  USDA  agencies,  and  could 
have  implications  for  agencies  outside  USDA.   Also,  the  legislative  proposal  involves 
changes  to  several  statutes,  and  the  long-term  effects  of  those  changes  needed  careful  and 
thorough  consideration. 

We  regret  that  it  has  taken  longer  than  we  hoped  to  submit  the  proposal  to  Congress. 
However,  we  want  to  be  sure  the  legislative  package  meets  the  needs,  requirements  and 
policies  of  the  entire  Administration. 


608 


Towns  Q.5  -  According  to  a  March  25,  1994,  Reply  Brief  of  Amicus  Curiae  United 
States,  that  USDA  had  previously  submitted  to  the  subcommittees,  USDA  has  advanced 
its  interpretation  of  the  Poultry  Products  Inspection  Act's  (PPIA)  preemption  clause  as 
an  amicus  curiae  in  Instituto  Puertoriqueno  de  Cannes.  Inc.  v.  Davila.  Civil  No.  92-2098 
(HL)  (D.P.R.  1992).   The  Reply  Brief  also  indicates  that  this  case  was  settled  before 
resolution.   What  is  USDA's  understanding  of  this  settlement?   Please  provide  a  copy  of 
the  amicus  curiae  brief  and  copies  of  all  correspondence  between  USDA  and  Puerto  Rico 
from  March  1988  through  the  present  concerning  the  PPIA's  preemption  clause. 

On  August  10,  1992,  the  Instituto  Puertoriqueno  de  Carnes,  a  trade  association  of 
meat  dealers  and  importers,  sued  the  Department  of  Agriculture  of  Puerto  Rico,  challenging 
Puerto  Rico's  Market  Regulation  No.  8  (M.R.  8)  on  several  grounds,  including  the  claim 
that  M.R.  8  imposed  requirements  on  the  shipment  to  and  marketing  within  Puerto  Rico  of 
poultry  products  from  the  U.S.  mainland  that  are  preempted  by  federal  law.    The  U.S. 
Department  of  Agriculture  agreed  with  the  plaintiff  that  certain  provisions  of  M.R.  8  were 
preempted,  and,  on  October  14,  1992,  the  U.S.  Department  of  Justice,  in  consultation  with 
USDA,  filed  an  amicus  curiae  brief  in  federal  court  in  Puerto  Rico.    The  brief  outlined  the 
preemption  provision  contained  in  the  Poultry  Products  Inspection  Act,  and  delineated  those 
"marking,  labeling,  packaging  and  ingredient"  requirements  of  M.R.  8  which  the  U.S. 
government  viewed  as  preempted.    DOJ  and  USDA  attorneys  also  appeared  in  court  to  argue 
the  preemption  issue  at  the  hearing  held  the  week  of  November  23,  1992. 

The  parties  to  the  lawsuit  settled  their  dispute  during  that  week,  and  their  settlement 
agreement  was  entered  by  the  court  as  a  consent  decree  on  November  25,  1992.   The 
consent  decree  identified  and/or  suspended  certain  portions  of  M.R.  8,  including  those 
provisions  which  imposed  grading  or  labeling  requirements  additional  or  different  from 
federal  law.   The  November  25  consent  decree  also  provided  that  the  Secretary  of 
Agriculture  of  Puerto  Rico  should  commence,  in  consultation  with  the  USDA,  a  process  of 
revising  and  modifying  M.R.  8  so  as  to  develop  new  and/or  modified  regulations  which  will 
pursue  the  public  policy  of  the  Commonwealth  of  Puerto  Rico  without  conflicting  with 
federal  law  or  regulations.  The  consent  decree  did  not,  however,  remove  or  modify  all 
provisions  attacked  by  plaintiff  or  the  U.S.  Government.    The  Department,  as  amicus,  was 
not  a  party  to  the  Consent,  and,  in  fact,  informed  the  court  that  several  provisions  of  M.R. 
8,  which  were  not  to  be  modified  by  the  settlement  agreement,  continued  to  raise  preemption 
issues. 

In  December  1992,  the  Secretary  of  Agriculture  of  Puerto  Rico  filed  modified 
regulations.    The  USDA  was  not  provided  the  opportunity  to  review  and  comment  on  the 
modified  regulations  prior  to  their  submission  to  the  court. 

It  is  our  understanding  that  soon  thereafter,  the  Instituto  filed  a  motion  with  the 
district  court  challenging  a  labeling  requirement  in  the  revised  M.R.  8.    After  hearing 
arguments  from  the  parties,  the  court  ruled  that  the  provision  did  not  violate  the  consent 
decree.    Neither  the  USDA  nor  the  Department  of  Justice  was  a  party  to  this  motion  and  did 
not  participate.    (An  attorney  with  DOJ  from  the  local  U.S.  Attorney's  Office  did  attend  a 
conference  on  this  issue,  but  did  not  represent  the  government's  position  to  the  court.). 
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As  Puerto  Rico  was  advised  in  a  subsequent  letter  dated  July  1,  1993,  representatives 
of  the  U.S.  Department  of  Justice  and  USDA  never  ratified  the  terms  of  the  consent  decree 
and,  in  fact,  advised  the  court  that  some  provisions  which  the  government  viewed  as  being 
preempted  by  federal  law  were  not  addressed  by  the  consent  decree.    Further,  we  did  not 
authorize  the  provisions  of  the  modified  regulations  containing  the  controversial  labeling 
requirement.    Accordingly,  in  a  letter  dated  February  1,  1993,  Secretary  Espy  advised  Pedro 
J.  Rossello,  the  Governor  of  Puerto  Rico,  that  the  requirement  in  M.R.  8  that  the  name  and 
address  of  the  importer  appear  on  consumer  size  packages  of  all  poultry  products  shipped 
into  Puerto  Rico  was  preempted  by  the  Poultry  Products  Inspection  Act. 

The  Secretary  of  Agriculture  of  Puerto  Rico,  Neftali  Soto-Santiago,  responded  in  a 
letter  dated  April  8,  1993,  to  Secretary  Espy  that  Puerto  Rico  is  giving  "thorough 
consideration"  to  the  preemption  section  in  the  PPIA,  and  that  "[a]ny  new  regulation  will 
comply  with  the  requirements  of  the  PPIA."   As  you  requested,  copies  of  these  letters  are 
attached. 

Thereafter,  in  a  letter  dated  April  14,  1993,  Puerto  Rico's  Office  of  the  Attorney 
General  requested  assistance  from  the  USDA  in  revising  M.R.  8  to  comply  with  federal  law. 
(See  attached) 

In  response  to  Puerto  Rico's  request,  and  in  order  to  expedite  the  resolution  of  the 
controversy  surrounding  M.R.  8,  the  USDA  formed  a  committee  of  officials  of  the 
Department's  Food  Safety  and  Inspection  Service  and  the  Office  of  the  General  Counsel  to 
review  the  December  amendments  to  M.R.  8,  and  to  provide  consultation  with 
representatives  of  Puerto  Rico's  Agriculture  Department.    Secretary  Espy  so  informed 
Secretary  Soto-Santiago  in  the  July  1,  1993  letter  referenced  above,  which  stated  that  the 
USDA  was  "prepared  to  afford  [Puerto  Rico]  whatever  other  assistance  may  be  deemed 
necessary  so  that  further  legal  confrontation  can  be  avoided. " 

This  action  was  followed  with  a  letter  dated  July  6,  1993,  from  Dr.  H.  Russell 
Cross,  FSIS  Administrator,  to  Kermidt  R.  Troche,  Assistant  Secretary  of  Agriculture,  Puerto 
Rico,  which  outlined  the  preemption  provision  of  the  PPIA,  and  specifically  delineated  those 
provisions  in  M.R.  8   (December  92  amendments)  which  the  USDA  still  considered  to  be 
preempted  by  federal  law.    Dr.  Cross'  letter  requested  that  Puerto  Rico  consider  the 
preemptive  effects  of  the  PPIA,  and  offered  his  assistance  in  these  efforts,  including  offering 
to  personally  meet  with  Assistant  Secretary  Troche  or  his  representatives.    USDA  followed 
up  this  letter  with  additional  letters,  which  are  attached.   The  Commonwealth  has  not  sought 
to  meet  or  consult  further  with  USDA  on  these  rules. 
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Towns  Q.6  —  According  to  the  written  statement  of  Mr.  Richard  Rominger,  Deputy 
Secretary  of  Agriculture,  the  Food  Safety  Inspection  Service  (FSIS)  has  reexamined  its 
use  of  the  USDA  official  inspection  legend,  "Inspected  for  Wholesomeness,"  which 
appears  on  Federally  inspected  poultry  products.   According  to  Mr.  Rominger,  the 
legend  or  seal  "does  not  represent  that  the  poultry  product  is  sterile  and  completely  free 
of  pathogens."   His  statement  also  says  that  USDA  will  design  its  regulatory  programs 
"through  careful  and  deliberate  consideration  of  the  needs  and  expectations  of  the 
consumer,  as  well  as  the  views  of  other  interested  parties,  and  consistent  with  sound 
scientific  principles." 

—  What  specifically  did  FSIS  do  to  "reexamine"  its  use  of  the  official  inspection  legend? 
Did  USDA  conduct  any  consumer  surveys  or  collect  other  data  to  determine  consumer 
understanding  and  expectations  about  the  legend?  If  yes,  please  provide  a  copy  of  these 
data,  analyses  and  reports. 

—  What  data  does  USDA  have  on  consumers'  understanding  and  expectations  of  the 
Wholesomeness"  seal?   What  data  does  USDA  have  to  establish  that  consumer  know  and 
understand  that  its  official  inspection  legend  "does  not  represent  that  the  poultry 
product  is  sterile  and  completely  free  of  pathogens?"   Please  provide  copies  of  all  such 
data. 


At  the  Subcommittee's  November  19,  1993  hearing,  former  Assistant  Secretary  Branstool 
promised  to  reexamine  the  official  inspection  legend  given  the  fact  that  raw  chicken  cannot 
be  guaranteed  to  be  pathogen  free. 

The  legend  "inspected  for  wholesomeness"  derives  from  a  provision  in  the  Poultry  Products 
Inspection  Act,  which  requires  the  Secretary  to  prescribe  "a  symbol  .  .  .  showing  that  an 
article  was  inspected  for  wholesomeness  in  accordance  with  the  this  Act."   21  U.S.C.  § 
453(m)(emphasis  added).   In  9  C.F.R.  Part  381,  the  Secretary  provided  that  the  term 
"inspected  for  wholesomeness"  means  that  "the  poultry  so  identified  has  been  inspected  and 
was  found  at  the  time  of  such  inspection  to  be  not  adulterated. " 

The  legend  indicates  that  poultry  products,  if  properly  stored,  handled,  and  cooked,  can  be 
safely  consumed.    It  does  not  mean  that  such  products  are  pathogen  free.    Nor  does  it 
guarantee  the  wholesomeness  of  improperly  handled  or  prepared  products. 

By  their  nature,  raw  meat  and  poultry  products  are  not  sterile  or  pathogen  free,  and  the 
presence  of  pathogens  in  the  raw  products  does  not  automatically  render  them  adulterated. 
Consumers  do  not  expect  such  raw  products  to  be  completely  free  of  pathogens.    A  joint 
FDA-USDA  health  and  diet  survey  performed  in  1988  shows  that  84%  of  consumers 
surveyed  knew  that  raw  meat  and  poultry  juices  are  likely  to  contain  germs,  and  that  85% 
knew  that  food  that  looks  and  smells  acceptable  may  still  be  spoiled  (survey  attached). 

We  are  also  providing  the  Subcommittees  with  a  Research  Triangle  Institute  study  performed 
under  an  FSIS  contract  dealing  with,  among  other  things,  consumer  impressions  regarding 
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the  meaning  of  the  inspection  legend.   The  Committee  may  also  wish  to  review  the  attached 
1992  survey  regarding  consumer  attitudes  toward  food  labeling  that  was  received  by  the 
Department  as  comments  on  the  Department's  nutrition  labeling  rulemaking. 

At  Secretary  Espy's  direction,  USDA  has  mandated,  since  July  6,  1994,  new  safe  food 
handling  regulations  for  all  meat  and  poultry  products  that  require  preparation  by  cooking 
and  are  therefore  not  ready-to-eat.    (Ready-to-eat  products  must,  of  course,  be  pathogen 
free.).   The  official  legend  on  every  poultry  product  must  therefore  be  viewed  in  the  light  of 
the  safe  food  handling  information,   which  is  also  on  the  product.    Since  July  6,  consumers 
purchasing  poultry  can  read  on  the  safe  food  handling  label  specific  instructions  for  handling, 
cooking,  and  storing  that,  if  followed,  will  ensure  that  they  will  be  able  to  enjoy  a 
wholesome  and  pathogen  free  poultry  product.   That  set  of  instructions  provides  a  context  for 
the  inspection  legend,  so  that  consumers  can  understand  that  the  product  will  be  wholesome 
if  those  conditions  are  met. 
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Towns  Q.7  —  What  is  the  legal  status  of  FSIS  Policy  Memoranda?  What  requirements  exist 
regarding  the  development  and  implementation  of  policy  memoranda,  including  contacts 
with  members  of  the  regulated  industry  and  development  of  a  supporting  administrative 
record?  Please  provide  a  complete  regulatory  inventory  of  all  operational  FSIS  Policy 
Memoranda. 

The  Food  Labeling  Division  (formerly  the  Standards  and  Labeling  Division)  began  issuing  Policy 
Memoranda  in  1980.  Policy  memos,  such  as  the  FSIS  policy  memos  on  "fresh,"  are  written 
expressions  of  agency  interpretations  of  agency  statutes  and  regulations.  They  are  issued  to  FSIS 
employees  in  order  to  interpret  existing  law  and  regulations,  and  provide  internal  guidance. 

FSIS  does  not  enforce  as  regulations  anything  other  than  regulations  duly  promulgated  in 
accordance  with  the  rulemaking  provisions  of  the  Administrative  Procedure  Act  (APA).  As 
made  clear  in  FSIS  Directives  2610.1  and  2610.2,  FSIS  Policy  Memoranda  and  directives 
explain  and  provide  guidance  on  existing  law;  they  are  not  regulations  and  do  not  establish  new 
law.  FSIS  issues  these  policy  memos  to  ensure  that  existing  law  and  regulations  are  interpreted 
and  applied  uniformly  by  FSIS  employees.  Although  these  FSIS  issuances  are  directed  primarily 
at  FSIS  employees,  they  are  widely  distributed  and  are  accessible  to  the  public  and  the  regulated 
industry.  They  are  on  display  in  the  FSIS  FOIA  Reading  Room  and  are  available  to  the  public 
through  the  Government  Printing  Office. 

Standards  and  Labeling  Policy  Memoranda  result  from  the  label  approval  process.  The 
Memoranda  are  cleared  at  the  branch  level  for  signature  by  the  Division  Director.  The  PPIA's 
statutory  scheme  expressly  permits  the  implementation  of  labeling  policy  on  a  case-by-case  basis 
by  requiring  that  all  labels  be  individually  approved  by  the  Agency  prior  to  shipment  in  interstate 
commerce  and  that  challenges  to  USDA  labeling  decisions  be  made  through  individual 
adjudications.  (21  U.S.C.  Part  457  (c)  &  (d)).  Instead  of  promulgating  detailed  regulations  to 
deal  with  every  eventuality  in  the  every-changing  arena  of  food  labeling,  USDA  utilizes  an 
elaborate  pre-approval  process.  (21  U.S.C.  457  (c)  &  (d);  9  C.F.R.  Part  381.132  (a)).  Under 
this  labeling  approval  scheme,  no  product  is  permitted  to  leave  a  poultry  plant  unless  its  label 
has  been  approved  by  FSIS  officials  as  having  complied  with  all  USDA  requirements.  9  C.F.R. 
Part  381.132(a).  The  label  approval  process  includes  a  determination  of  compliance  with 
existing  policy  memos  of  the  staff,  including  the  policy  for  use  of  the  term  "fresh. "  The  USDA 
enforces  these  policy  memos  by  disapproving  non-compliant  labels.  USDA  label  approval 
practice  reflects  its  interpretation  of  Federal  requirements  rather  than  establishing  new 
requirements.   A  copy  of  the  existing  procedures  is  included. 

Often,  Policy  Memoranda  are  the  result  of  all  the  discussions  and  appeals  that  take  place  during 
the  prior  label  approval  process  regarding  a  labeling  or  standards  issue. 
In  many  situations,  Policy  Memoranda  are  a  preliminary  step  to  future  rulemaking.  For 
example,  in  the  absence  of  nutrition  labeling  regulations,  Policy  Memoranda  were  issued  to 
identify  the  policies  of  the  Agency  until  rulemaking  could  be  effected.  Labeling  of  similar 
products  and  similar  situations  then  assume  the  uniformity  that  is  needed  to  provide  a  level 
playing  field  for  the  industry  and  useful  information  to  the  consumer. 
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Towns  Q.8  -  What  is  the  status  of  the  USDA/FSIS  Technical  Advisory  Group  (TAG)  on 
risk  assessment?  Has  the  group  been  dissolved  or  has  its  work  been  impaired  in  any  way 
and,  if  yes,  why? 

In  May  1994,  the  Risk  Assessment  Technical  Advisory  Group  (TAG)  was  formed.  This  TAG 
is  headed  by  Dr.  Joseph  Rodricks,  a  Principal  with  ENVIRON  Corporation  and  former  member 
of  the  National  Academy  of  Sciences  Risk  Assessment  Committee.  The  TAG  includes  a 
distinguished  interdisciplinary  team  of  risk  experts  comprised  of:  Dr.  Adam  Finkel,  Center  for 
Risk  Management  Resources  for  the  Future;  Dr.  John  Bailar  UJ,  Department  of  Epidemiology 
&  Biostatistics,  McGill  University;  Dr.  Richard  Williams,  Center  for  Food  Safety  and  Applied 
Nutrition,  Food  and  Drug  Administration;  and  Dr.  Morris  Potter,  Division  of  Bacterial  Diseases, 
Centers  for  Disease  Control.  This  group  is  developing  a  methodology  to  assess  health  risks  that 
will  be  implemented  by  each  of  the  five  farm-to-table  TAGs:  Animal  Production;  Slaughter; 
Processing;  Risk  Assessment;  and  Distribution,  Handling  and  Preparation.  Currently  the  Risk 
Assessment  TAG  is  charged  with  revising  a  draft  methodology  paper  which  incorporates  the 
comments  from  representatives  of  the  other  TAGs. 

Once  a  risk  assessment  methodology  is  finalized,  the  Risk  Assessment  TAG  will  work  with  each 
of  the  five  other  TAGs  to  model  the  health  risks  for  meat  and  poultry  and  identify  the  most 
likely  sources  of  those  risks  during  each  stage  in  the  process.  These  separate  risk  assessments 
will  then  be  synthesized  to  provide  an  overall  ranking  of  the  identified  risks  and  their  likely 
sources. 

Although  the  Risk  Assessment  TAG  has  not  been  dissolved,  financial  constraints  have  restricted 
their  progress  in  part  due  to  cutbacks  for  the  five  other  TAGs  who  will  be  directly  involved  in 
this  series  of  assessments.  Insufficient  funds  have  resulted  in  some  TAG'S  offering  limited 
assistance  in  developing  the  methodology  and  may  potentially  be  unavailable  for  implementing 
the  methodology  once  it  is  finalized.  As  for  the  Risk  Assessment  TAG,  work  has  proceeded 
telephonically.  A  shortage  of  funds  has  limited  the  ability  of  members  to  meet  collectively  for 
in  depth  working  sessions.  Since  ongoing  and  intense  collaboration  between  the  risk  assessment 
TAG  and  other  TAGs  will  be  required,  continued  cost  containment  efforts  are  likely  to 
substantially  slow  down  if  not  stop  any  further  work  in  this  area. 


614 


Towns  Q.9  -  Will  the  poultry  enhancement  program  include  microbial  guidelines  and 
testing  requirements  on  raw  poultry?  Please  explain. 

The  proposed  poultry  enhancement  program  lays  the  foundation  for  incorporating  developing 
science,  including  rapid  testing  and  microbial  guidelines.   The  methodology  for  rapid  in-plant 
testing  is  not  available,  nor  is  there  sufficient  data  on  which  to  base  a  guideline  at  this  time. 
Any  comments  regarding  data  or  rapid  methodology  would  be  appreciated  during  the 
comment  period,  and  will  be  given  serious  consideration  by  the  Agency. 
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Towns  Q  10  -  Please  provide  a  copy  of  USDA's  proposed  rule  for  mechanically 
separated  red  meat  and  advance  notice  of  proposed  rulemaking  for  mechanically 
deboned  poultry  products. 


See  attached  copies. 
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Towns  Q.ll  —  To  what  extent  do  differences  in  USDA's  regulations  on  carcass  chilling 
procedures  favor  poultry  over  meat?  What  evidence  exists  to  show  "that  poultry  producers 
have  pushed  chilling  technology  in  the  direction  of  ensuring  the  maximum  allowable  water 
gain  instead  of  in  the  direction  of  reducing  water  gain"  as  indicated  in  the  draft 
memorandum  from  H.  Russell  Cross,  former  Administrator,  FSIS,  to  Eugene  Branstool, 
former  Assistant  Secretary,  Marketing  and  Inspection  Services  that  was  provided  to  the 
subcommittee?  What  is  the  status  of  FSIS's  reevaluation  of  policies  and  practices  in  both 
red  meat  and  poultry  carcass  chilling?  When  will  this  activity  be  concluded? 

Both  meat  and  poultry  carcasses  need  to  be  chilled  after  the  animals  have  been  slaughtered  to 
prevent  growth  of  pathogenic  and  other  bacteria  and  degradation  of  the  product.  The  poultry 
regulations  require  chilling  of  poultry  carcasses  to  40°  F  within  two  to  eight  hours  depending  on 
the  size  of  the  carcass.  Currently,  the  meat  regulations  have  no  requirements  for  chilling 
carcasses.  However,  a  regulatory  proposal  for  meat  has  been  drafted  and  is  currently 
undergoing  Departmental  review  and  clearance. 

Industry  practices  vary  between  poultry  and  meat.  Immersion  of  poultry  in  ice  and  water  has 
long  been  an  industry  practice  in  the  United  States.  Water  absorption  is  considered  unavoidable 
by  this  chilling  process,  therefore  a  reasonable  amount  of  water  absorption  is  permitted  by  the 
poultry  regulations  (9  C.F.R.  Part  381.66). 

Immersion  in  water  is  not  practical  for  meat  carcasses  because  their  weight  is  as  much  as  100 
times  that  of  poultry  carcasses.  Thus,  chilling  tanks  are  not  a  viable  option  for  meat  carcasses. 
Air  chilling  of  carcasses  in  large  coolers  has  always  been  the  industry  practice.  Recently,  the 
industry  has  developed  a  method  of  spraying  carcasses  during  chilling  to  prevent  loss  of  carcass 
weight  due  to  dehydration.  This  is  permitted  by  the  Agency  as  long  as  there  is  no  net  increase 
in  weight.  FSIS  Directive  6330.1,  May  26,  1993,  indicates  that  individual  carcasses  may  show 
an  increase  in  weight;  the  total  cold  weight  of  untrimmed  carcasses  from  a  shift's  production 
may  not  be  higher  than  the  total  hot  weight  of  the  same  carcasses. 

Looking  at  results  from  actual  in-plant  moisture  tests  in  poultry  plants,  results  from  different 
plants  utilizing  the  same  equipment  vary  considerably.  This  indicates  the  possibility  that  some 
members  of  the  poultry  industry  could  lower  the  maximum  moisture  level  which  was  based  on 
technology  available  at  that  time. 

FSIS's  reevaluation  of  policies  and  practices  regarding  carcass  chilling  have  been  completed. 
Information  has  been  developed  regarding  moisture  absorption  in  poultry,  and  this  information 
is  being  studied.  FSIS  is  drafting  a  proposed  rule  setting  temperatures  and  chilling  requirements 
for  meat  carcasses  and  raw  meat  products. 
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Towns  Q.12  —  What  were  the  major  findings  of  the  Research  Triangle  Institute  study  on 
permitted  exemption  practices  and  what  is  the  status  of  FSIS's  review  of  this  study? 

In  1991,  Congress  directed  USDA  [1]  to  study  the  "appropriateness"  of  a  blanket  inspection 
exemption  for  wholesale  meat  and  poultry  processors  that  perform  only  cutting,  grinding, 
slicing,  and  repackaging  operations  for  sale  to  hotels,  restaurants,  and  similar  institutions  (HRIs) 
and  [2]  develop  and  evaluate  criteria  for  present  and  future  meat  and  poultry  product  inspection 
exemptions. 

Subsequently,  the  Food  Safety  and  Inspection  Service  (FSIS)  contracted  with  the  Research 
Triangle  Institute  (RTI)  to  perform  this  work.  RTI  conducted  this  study  and  issued  an  extensive 
report  which  concluded  as  follows: 

•  Warehouse  clubs  and  similar  type  establishments  which  process  meat  or  poultry  for 
commerce  present  the  same  risk  to  public  health  as  presently-inspected  wholesalers  that 
perform  the  same  processing  operations. 

•  "Simple"  processing  such  as  cutting,  grinding,  slicing,  and  repackaging  was  judged  by 
an  independent  group  of  experts  not  to  be  lower  in  risk  than  any  other  form  of  meat  and 
poultry  processes,  as  these  processes  are  conducted  in  the  current  industry  environment. 

•  The  product  exemption  criterion  that  is  based  upon  low  percentage  of  meat  or  poultry  has 
worked  well  up  to  the  present  time,  and  there  is  no  evidence  that  foods  exempted  by  this 
criterion  have  presented  any  public  health  problem  or  adversely  affected  the  regulated 
industry.  Further,  it  has  been  an  important  tool  for  focusing  inspection  resources  on  the 
manufacturing  plants  Congress  intended  to  be  covered  by  the  FMIA  &  PPIA. 

•  Sufficient  doubt  exists  about  the  scope  and  intent  of  the  FMIA  and  PPIA  "consumer 
perception"  exemption  criterion  to  warrant  a  reconsideration  of  all  product  exemptions 
granted  by  USDA  under  this  provision  since  the  mid  1960's. 

FSIS  concurred  with  the  RTI  findings  and  prepared  a  draft  report  which  is  currently  under 
review  in  the  Department. 
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Condit  Q.l  -  What  are  the  USDA's,  or  FSIS's,  guidelines  on  meeting  with  industry 
officials  concerning  matters  that  are  pending  regulation?  Are  employees  required  to  keep 
any  type  of  logs,  files,  memoranda,  etc.? 

We  are  attaching  an  Informal  Guide  to  Rulemaking  prepared  by  the  Department's  Office  of  the 
General  Counsel  that  is  distributed  to  agency  officials.  The  Committee  should  note  that  the  FSIS 
uses  informal  rulemaking  procedures  only.  It  does  not  engage  in  formal  rulemaking  procedures 
that  require  separation  of  functions  to  preclude  "ex  parte  communications"  that  may  bias  the 
proceedings. 

FSIS  officials  involved  in  informal  rulemaking  under  the  Administrative  Procedure  Act  are 
routinely  counseled  by  FSIS'  Regulations  Development  staff  and  by  Departmental  Office  of 
General  Counsel  attorneys  as  appropriate  on  relevant  APA  requirements,  as  interpreted  by  the 
courts.    Generally,  FSIS  personnel  involved  in  rulemaking  activities  are  counseled  as  follows: 

At  the  pre-proposal  stage,  the  agency,  consistent  with  Executive  Order  12866,  issued  by 
President  Clinton  on  September  30,  1993,  encourages  free  and  open  communications  with 
the  regulated  industry  and  others  on  matters  that  may  be  appropriate  for  rulemaking. 
Records  of  communications  are  kept  at  the  discretion  of  the  employee.  Persons 
advocating  changes  to  the  regulations  are  requested  to  submit  a  written  petition  to  the 
agency  (see,  FSIS  Petition  Submission  and  Review  Procedures.  58  FR  63570  (Dec  2 
1993)). 

Once  a  proposed  rule  has  been  published,  all  commenters  must  be  treated  alike,  and  all 
comments  must  be  made  a  part  of  the  administrative  record.  Discussions  about  the 
proposal  are  limited,  on  the  agency's  part,  to  explaining  the  proposal  as  drafted. 
Explanation  of  the  proposal  helps  ensure  informed  comments  are  received  on  a  timely 
basis.  Agency  personnel  are  advised  to  not  discuss  the  possible  disposition  of  proposals 
with  any  interested  parties. 

The  agency  encourages  the  submission  of  written  comments  on  its  proposed  rules. 
However,  under  the  Poultry  Products  Inspection  Act  (21  U.S. C.  §  463(c)),  the  agency 
also  accepts  oral  comments  on  those  proposals  affecting  the  poultry  regulations.  Oral 
comments  are  made  to  the  designated  agency  contact,  who  is  responsible  for  providing 
a  memorandum  to  the  administrative  record  describing  the  comment.  An  information 
copy  of  the  memorandum  is  sent  to  the  commenter.  The  Federal  Meat  Inspection  Act 
(FMLA)  does  not  contain  a  similar  provision. 

After  the  close  of  the  comment  period,  agency  personnel  involved  in  the  rulemaking  are 
not  to  discuss  substantive  areas  of  that  rulemaking  with  any  interested  parties.  Any 
further  opportunity  to  comment  must  be  afforded  to  all  persons  equally,  thereby  requiring 
extension  or  reopening  of  the  comment  period. 
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Condit  Q.2  —  Do  any  of  the  guidelines  from  above  apply  to  matters  that  are  to  be  decided 
through  the  use  of  a  "policy  memo?"  Are  there  any  separate  guidelines  concerning  industry 
contact  during  the  formulation  of  a  policy  memo? 

Different  procedures  apply.  Labeling  Policy  Memoranda  are  not  regulations.  They  are 
guidance  provided  to  Inspection  Program  personnel  who  must  review  labels  submitted  to  the 
agency  for  approval.  They  are  issued  on  an  as  needed  basis  by  the  Director  of  the  FSIS 
Labeling  Division,  and  advise  reviewers  how  a  particular  issue  that  arose  in  the  context  of  a 
label  review  has  been  resolved  and,  if  arising  again,  may  be  similarly  resolved.  This  promotes 
more  uniform  and  equitable  decisionmaking  on  labeling  applications.  Policy  Memos  are  widely 
distributed  to  the  industry  and  others,  generally  through  the  Freedom  of  Information  Act 
requests. 

FSIS  encourages  free  and  open  communication  between  the  regulated  industry  and  Inspection 
Program  personnel  on  labeling  policies.  Anyone  may  request  reconsideration  of  a  policy 
memorandum  (or,  for  that  matter,  any  other  FSIS  guidance  issued  to  FSIS  personnel  and/or  the 
industry)  at  any  time.  As  a  practical  matter,  such  requests  are  normally  received  from 
companies  or  segments  of  the  industry  who  believe  they  will  be  adversely  affected  by  application 
of  the  policy  to  their  product.  Such  requests  may  be  received  at  any  level  of  the  Department 
or  agency,  and  are  forwarded  to  the  Labeling  Division  (or  other  appropriate  office)  for 
disposition.  Labeling  Division  and  other  affected  personnel  use  their  discretion  in  maintaining 
working  files  as  needed  on  specific  labeling  policy  issues.  Such  fdes  are  accessible  under  the 
FOIA. 
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Condit  Q.3  —  Is  it  the  FSIS's  opinion  that  it  does  not  in  any  way  regulate  the  information 
printed  upon  boxes  of  poultry  product  that  are  delivered  to  the  retailer.  Specifically,  the 
picture  of  the  Tyson  shipping  box  placed  into  the  hearing  record  indicated  that  "the 
freezing  point  of  poultry  is  28-32  degrees."  This  information  actually  contradicts  the  spirit, 
if  not  the  letter,  of  Policy  Memo  022C.  Is  it  the  FSIS  position  that  this  information  is 
correct  or  incorrect.  If  it  is  incorrect,  is  it  beyond  the  scope  of  FSIS  to  order  a  change  in 
the  message? 

Information  printed  on  boxes  of  poultry  products  is  subject  to  the  authority  of  FSIS  (9  C.F.R. 
Part  317.8).  The  Labeling  staff  is  reviewing  the  statement  in  question  since  the  issue  was 
brought  to  our  attention.  It  is  generally  recognized  that  poultry  will  not  begin  to  freeze  until 
some  temperature  below  32  degrees  F  is  reached.  The  presence  of  various  natural  substances 
in  poultry  lower  the  freezing  point  of  poultry  to  some  point  below  that  of  water,  i.e.,  32 
degrees.  In  those  situations,  where  it  is  determined  that  a  label  is  false  or  misleading,  the 
Agency  orders  the  withdrawal  of  the  use  of  that  label. 
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Condit  Q.4  -  Was  the  issue  of  fresh  vs.  frozen  in  any  way  considered  during  the 
deliberations  that  led  to  the  new  nutrition  labeling  or  safe  handling  and  cooking  labeling 
on  raw  products  that  will  take  effect  on  July  6,  1994.  If  so,  specifically  what  criteria  were 
used? 

The  issue  of  fresh  vs.  frozen  poultry  was  not  addressed  in  FSIS's  rulemaking  on  nutrition 
labeling  or  safe  handling  statements. 
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Condit  Q.5  —  Please  supply  the  Subcommittee  with  a  list  of  the  scientific  literature 
produced  since  January  1,  1990  that  has  been  reviewed  as  part  of  the  "ree valuation"  of 
fresh  labels  on  poultry. 

A  list  is  attached  of  all  references  available  in  the  Agency's  review  of  the  "fresh"  issue. 
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PRELIMINARY  SUMMARY 
PART  X 


CHANGES  IN  THE  PHYSICAL  (ORGANOLEPTIC)  CHARACTERISTICS  OP 
POULTRY  AS  THE  TEMPERATURE  CHANGES 


Perishable  foods  such  as  poultry  are  sub j acted  to  oar tain 
physical  and  chemical  changes  during  the  freezing  process 
which  nay  affect  their  eating  quality.   The  formation  of 
ice  crystals  may  rupture  the  oell  walls  causing  textural 
changes  which  may  affect  consumers'  acceptance.   If  the 
poultry  is  frosen  rapidly  and  thawed,  the  quality 
degradation  of  the  produot  is  minimised.   The  Agricultural 
Research  Service's  preliminary  literature  search  indicates 
there  is  no  recent  research  assessing  the  sensory 
differences  between  poultry  that  has  been  frosen  and  that 
which  has  not  been  frozen. 
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PRELIMINARY  SUMMARY 


PART  II 


EFFECTS   OF   TEMPERATURE   ON   SPOILAGE   MICROORGANISMS 


Current  scientific  information  indicates  that  perishable 
poultry  products  can  be  safely  stored  at  temperatures  up  to 
40*  F  for  a  finite  period  of  time.  However,  some  microbial 
growth  may  still  occur  which  eventually  leads  to  spoilage. 
Cold-tolerant  bacteria  causing  spoilage  have  been  shown  to 
multiply  at  temperatures  as  low  as  10*  F. 
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PRELIMINARY  SUMMARY 
PART  III 

EFFECT8  OF  TEMPERATURE  ON  PATHOGENIC  MICROORGANISMS 


The  growth  and  multiplication  of  pathogenic  or  hazardous 
bacteria  associated  vith  poultry  can  be  minimized  by 
storing  the  product  at  temperatures  in  the  range  of  0*  F  to 
28*  F.   The  lover  the  temperature  the  lower  the  potential 
hazard.   Historically ,  pathogenic  bacteria  were  believed 
not  to  multiply  at  temperatures  lower  than  45*  F.  However , 
more  recent  information  indicates  that  certain  cold- 
tolerant  bacteria,  such  as  listeria   monocytogenes/  are 
pathogenic  and  are  capable  of  multiplication  at 
temperatures  less  than  32*  F.   To  date,  cold- tolerant 
bacteria  causing  spoilage  have  been  shown  to  multiply  at 
temperatures  as  low  as  10*  F.   The  safest  product 
temperature  would  be  the  temperature  at  which  all  water  in 
the  product  becomes  frozen  and  microbial  growth  stops.  The 
currently  available  scientific  information  indicates  this 
temperature  to  be  about  0*  F. 
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Schiff  Q.l  -  Please  provide  a  copy  of  all  written  ethical  guidelines  for  employees  at  the 
U.S.  Department  of  Agriculture  to  each  Member  of  the  two  subcommittees. 

See  attached  material. 
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Thurman  Q.l  -  Please  provide  the  toll-free  number  for  USDA's  meat  and  poultry  hot- 
line and  information  on  the  hot-line  to  disseminate  to  constituents,  especially 
information  on  consumer  guidelines  for  refreezing  poultry  products. 

On  June  22,  1994,  the  attached  USDA  Meat  and  Poultry  Hotline  information  packet  was  sent 
by  Patricia  Jensen,  Acting  Assistant  Secretary  for  Marketing  and  Inspection  Services,  to  all 
members  of  the  Subcommittee  on  Human  Resources  and  Intergovernmental  Relations  and  the 
Subcommittee  on  Information,  Justice,  Transportation  and  Agriculture.    A  copy  of  Ms. 
Jensen's  letter,  which  accompanied  the  information  packet,  is  also  enclosed. 

Consumer  guidelines  for  refreezing  poultry  products  are  also  attached. 
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Honorable  Edolphus  Towns 
Chairman,  Subcommittee  on 
Human  Resources  and 
Intergovernmental  Relations 
2232  Rayburn  House  Office  Building 
Washington,  DC.    20515 

Dear  Mr.  Chairman: 

The  enclosed  food  safety  information  packet  is  being  supplied  to  you  per  a 
request  made  by  one  of  your  colleagues  at  the  June  16,  1994,  Government  Operations 
Committee's  joint  subcommittee  hearing  on  the  labeling  of  poultry  as  fresh.    We  wanted 
to  make  sure  you  were  aware  of  the  USDA  Meat  and  Poultry  Hotline  and  the  services  it 
provides. 

USDA's  Meat  and  Poultry  Hotline  provides  food  safety  information  to  consumers, 
health  professionals,  government  officials,  community  leaders,  and  Members  of  Congress. 
Should  your  constituents  have  food  safety  questions,  they  may  contact  USDA's  Meat  and 
Poultry  Hotline  at  1  (800)  535-4555.   The  Meat  and  Poultry  Hotline  office  is  staffed  with 
home  economists  and  nutritionists  and  is  open  from  10:00  a.m.  -  4:00  p.m.  Monday  thru 
Friday.    At  night  and  on  weekends,  hotline  information  is  available  through  a  24-hour 
informational  recording.    Callers  may  select  from  the  following  eight  categories:    seasonal 
topics;  food  storage;  food  preparation  and  handling;  power  failures  and  other 
emergencies;  foodborne  illness;  labeling  and  nutrition;  recalls  of  meat  and  poultry 
products;  and  cooking  equipment. 

I  hope  this  information  is  helpful.   If  you  have  any  questions  or  need  additional 
food  safety  packets,  please  contact  Patrick  Collins,  Director  of  Information  and 
Legislative  Affairs,  at  720-7943.. 

Sincerely, 


Patricia  Jensen 

Acting  Assistant  Secretary 

Marketing  and  Inspection  Services 
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United  States 
Department  of 
:^6#>    Agriculture 

Food  Safety 
and  Inspection 
Service 

Room  2925 
Washington,  DC 
20250 


FOOD  SAFETY  INFORMATION  PACKAGE 
SUMMER  1994 


Dear  Colleague: 

Now  that  the  ravages  of  the  worst  winter  in  years  are  mercifully 
over,  it's  not  too  soon  to  look  ahead  to  the  lazy,  hazy  days  of 
summer  —  especially  when  planning  your  food  pages.  So  we're 
sending  you  this  information  package  to  help  you  get  started. 

Included  are  three  features  which  can  be  used  "as  is":  "Backpackers 
Get  Food  Safety  Advice  from  USDA's  Meat  and  Poultry  Hotline," 
"Don't  Forget  to  Pack  Safety  In  Your  Picnic  Basket,"  and  "'Grill' 
the  USDA  Hotline  Experts  About  Safe  Summer  Cooking." 

Also  enclosed  are  four  backgrounders:  "Focus  on  Hot  Dogs,"  "Focus 
on  Summer  Food  Handling,"  "Focus  on  Safe  Food  to  Go"  and  "Focus  on 
Community  Picnics,"  to  help  you  personalize  stories. 

Finally,  we  have  included  a  sheet  of  reproducible  print  ads  which 
tell  readers  how  they  can  "grill"  the  Hotline  staff  with  summer 
food  safety  questions.   This  ad  can  be  run  at  anytime. 

Although  we  would  appreciate  some  kind  of  attribution,  all  of  the 
enclosed  materials  are  in  the  public  domain.  If  you  have  any 
questions,  please  call  me  direct  at  (202)  720-5604. 

Your  readers,  of  course,  should  call  our  nationwide  toll-free 
Hotline  when  they  have  any  questions  concerning  safe  handling  and 
preparation  of  meat  and  poultry  products.  The  phone  number  is  — 
1-800-535-4555.   In  Washington,  D.C.  —  (202)  720-3333. 

Thank  you  for  helping  us  in  getting  the  word  out  about  food  safety. 


Sincerely, 

Susan  Conley,  Director 
Meat  and  Poultry  Hotline 


Enclosures 
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k  Food  Safety 
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From  USD  As  Meat  and  Poultry  Hotline 

Susan  Conley  (202)  720-5604 
Jerry  Redding    (202)720-3310 


"GRILL "THE  USDA  HOTLINE  EXPERTS  ABOUT  SAFE  SUMMER  COOKING 

WASHINGTON,  D.C.  —  The  lazy,  hazy  days  between  Memorial  Day  and  Labor  Day  mark  the  time  to 
break  out  the  backyard  barbecue  grill. 

This  is  also  a  good  time  to  "grill"  the  experts  from  USDA's  Meat  and  Poultry  Hotline  about  cooking  and 
handling  foods  safely  to  avoid  food  poisoning. 

"Safe  food  handling  is  always  important,  "  says  Susan  Conley,  director  of  the  nationwide  toll-free  hotline, 
"but  during  the  warm  summer  months  —  peak  grilling  season  —  there  is  an  increased  need  for  awareness  of 
safe  food  handling  practices. " 

Cases  of  foodborne  illness  do  rise  during  the  summer.  The  Hotline  offers  advice  to  consumers  with  ques- 
tions about  safe  handling  and  preparation  of  meat  and  poultry  products. 

Here  are  some  of  the  most  common  topics  when  callers  "grill"  the  Hotline  experts: 

•  Marinating.  The  Hotline  advises  to  marinate  raw  meat,  fish  and  poultry  in  a  glass  dish  in 
the  refrigerator  —  not  on  the  counter.  "If  you  plan  to  use  some  of  the  marinade  as  a  dip  or 
basting  sauce  later,  set  aside  a  portion  before  adding  raw  meat  or  poultry  to  it, "  advises 
Marilyn  Johnston,  one  of  the  experts  on  the  Hotline.  "Don 't  re-use  the  marinade  from  raw 
meat  unless  you  boil  it  for  several  minutes  to  destroy  any  bacteria  from  the  raw  meat. " 

•  Pre-cooking.  Many  Hotline  callers  ask  about  whether  it's  safe  to  save  time  on  the  grill  by 
partially  cooking  meat  or  poultry  ahead  of  time  to  finish  up  on  the  grill.  "Yes,  it  is  safe,  but 
only  if  the  food  goes  immediately  from  the  microwave  or  range  to  the  grill, "  says  Bessie 
Berry,  senior  home  economist  on  the  Hotline.  "Think  of  it  as  all  one  cooking  process,  and  cook 
the  meat  thoroughly  all  at  once.  "  Interrupted  cooking  is  risky  business.  If  you  must  cook 
ahead,  cook  the  meat  completely  and  then  cool  it  fast  for  reheating  on  the  grill  later. 
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•  Cooking  Thoroughly!  For  safety  and  quality,  the  coals  should  be  very  hot  before  cooking 
food.  It  can  take  30  minutes  or  longer  before  the  coals  are  ready.  They  should  show  a  light  coating  of 
ash  for  optimal  heat. 

"Meat  and  poultry  should  be  thoroughly  cooked,  "  states  Conley,  "and  it 's  best  to  use  a  meat  thermometer 
to  check  for  safety  and  doneness. "  Large  cuts  of  beef  like  roasts  may  be  cooked  to  an  internal  temperature 
of  145°  F  for  medium  rare  and  160°  F  for  medium.  Whole  poultry  should  reach  180°  F. 

"Don 't  eat  raw  or  undercooked  hamburgers  made  from  meat  or  ground  poultry  since  harmful  bacteria 
could  be  present. "  To  be  sure  bacteria  are  destroyed,  cook  meat  patties  to  160°  F;  ground  poultry  to 
165°  F. 

"It's  always  a  good  idea  to  take  an  'exploratory'  cut  into  any  patties,  poultry,  meat  or  fish  to  check 
doneness,  "  says  Conley,  "because  on  the  grill,  often  the  outside  looks  done,  but  the  inside  is  not.  Juices 
should  be  clear  and  meat  should  not  be  pink. " 

•  Grilling  and  Cancer  Concerns.  "Worries  about  overcooking  or  charring  foods  brings 
more  concerned  callers,  "  says  Diane  Van,  another  hotline  food  safety  specialist.  "We  get  a  lot 
of  calls  from  people  who  are  afraid  to  grill  because  they  have  heard  consuming  grilled  foods 
could  be  linked  to  cancer.  As  long  as  you  're  not  cooking  every  breakfast,  lunch  and  dinner  on 
the  grill,  there  shouldn  't  be  a  problem.  The  answer:  moderation. " 

The  American  Cancer  Society  suggests  trimming  visible  fat  that  could  make  the  fire  flame  up  and  char  the 
food.  Pre-cooking  in  the  microwave  and  conventional  oven  also  lessen  grilling  time  and  reduce  risks.  The 
Society  also  suggests  raising  the  cooking  level  of  the  grill  so  food  is  farther  from  the  heat,  avoid  eating  charred 
or  burned  portions  of  food  and  clean  the  grill  thoroughly  after  cooking. 

•  Serving  Grilled  Food.  Serve  hot,  grilled  foods  immediately.  Put  cooked  foods  on  clean 
plates  that  weren't  used  to  hold  the  raw  meat  or  poultry.  Perishable  foods  should  be  consumed 
within  two  hours,  one  hour  if  the  outside  temperature  is  above  90°  F. 

•  Cleaning  Up.  Clean  the  grill  after  each  use.  "Also,  refrigerate  any  leftovers  promptly,  " 
advises  Conley.  "Divide  larger  quantities  into  small,  shallow  containers. " 

•  Taking  Leftovers  Home.  A  number  of  Hotline  callers  ask  about  the  safety  of  taking  home 
perishable  foods  from  picnics.  Barbara  O'Brien,  a  registered  dietitian  on  "the  line"  suggests, 
"If  you  are  returning  home  from  an  outing  within  four  to  five  hours,  and  your  perishables  were 
on  ice  except  when  cooked  and  served,  you  should  be  able  to  save  the  leftovers.  Be  sure  the  foods 
are  refrigerator  cold  to  the  touch  and  ice  or  a  cold  source  remains  when  you  arrive  home. " 

For  more  information  about  grilling  or  other  questions  about  safe  handling  of  foods, 
call  the  Meat  and  Poultry  Hotline  at  1-800-535-4555.  In  the  Washington,  D.C.  area,  call  (202)  720-3333. 
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From  USDA's  Meat  and  Poultry  Hotline 


Susan  Conley       (202)  720-5604 
Jerry  Redding       (202)  720-33 10 


DON'T  FORGET  TO  PACK  SAFETY  IN  YOUR  PICNIC  BASKET 

WASHINGTON,  D.C. — As  the  saying  goes,  "There  are  always  ants  at  a  picnic. "  While  you  can  see  ants 
and  avoid  them,  it's  not  possible  to  see,  taste  or  smell  dangerous  bacteria  that  can  cause  illness  if  food  is 
mishandled. 

So,  before  leaving  home  for  a  picnic,  be  sure  you  have  packed  safety  in  your  basket!  This  means  preparing 
and  storing  food  safely  first;  then  packing  it  for  traveling  safely. 

Hotline  director  Susan  Conley  says,  "With  great  weather,  holidays  and  the  end  of  school  coming,  picnics 
will  be  in  season.  However,  it's  also  the  season  when  more  people  become  ill  from  foodborne  bacteria. " 

Why?  Bacteria  grow  and  multiply  rapidly  in  the  danger  zone  between  40°  F  and  140°  F  (out  of  the  refrig- 
erator or  before  food  begins  to  cook.)  So,  food  transported  without  an  ice  source  or  left  out  in  the  sun  at  a  picnic 
won't  stay  safe  for  long. 

Family  and  friends  who  eat  mishandled  food  may  get  what's  known  as  "Summer  Tummy, "  or  "Summer 
Bug, "  pseudonyms  for  the  flu-like^ymptoms  caused  by  foodborne  illness. 

The  USDA  Meat  and  Poultry  Hotline  offers  the  following  tips  for  packing  a  safe  picnic  basket: 

•  Try  to  plan  just  the  right  amount  of  foods  to  take.  That  way,  you  won't  have  to  worry  about  the 
storage  or  safety  of  leftovers. 

•  Clean  preparation  is  essential.  Wash  hands  and  work  areas;  be  sure  all  utensils  are  clean  before 
preparing  food. 

•  Cook  foods  in  plenty  of  time  to  thoroughly  chill  them  in  the  refrigerator.  Then  use  an  insulated 
cooler  with  sufficient  ice  or  ice  packs  to  keep  the  food  at  40°F.    Pack  food  right  from  the 
refrigerator  into  it. 
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•  If  you're  planning  on  take-out  foods  such  as  fried  chicken  or  barbecued  beef,  eat  them  within 
two  hours  of  pick  up  or  buy  ahead  of  time  and  chill  before  packing  the  foods  into  the  cooler. 

•  Don't  put  the  cooler  in  the  trunk;  carry  it  inside  the  air-conditioned  car. 

•  At  the  picnic,  keep  the  cooler  in  the  shade.  Keep  the  lid  closed  and  avoid  repeated  openings. 
Replenish  the  ice  if  it  melts. 

•  Except  when  it's  being  served,  the  food  should  be  stored  in  a  cooler.  Use  a  separate  cooler  for 
drinks  so  the  one  containing  perishable  food  won't  be  constantly  opened  and  closed. 

•  When  handling  raw  meat,  remove  from  the  cooler  only  the  amount  that  will  fit  on  the  grill. 
The  USDA  recommends  against  eating  raw  or  undercooked  ground  beef  since  harmful  bacteria 
could  be  present. 

•  To  be  sure  bacteria  are  destroyed,  cook  hamburgers  and  ribs  to  160°  F  (medium  doneness)  or 
until  the  center  is  no  longer  pink  and  the  juices  are  clear.  Cook  ground  poultry  to  165°  F  and 
poultry  parts  to  180°  F.  Reheat  pre-cooked  meats  until  steaming  hot. 

•  Do  not  partially  grill  extra  hamburgers  to  use  later.  Once  you  begin  cooking  hamburgers  by  any 
method,  cook  them  until  completely  done  to  assure  that  bacteria  are  destroyed. 

•  When  taking  foods  off  the  grill,  don't  put  the  cooked  items  on  the  same  platter  which  held  the 
raw  meat. 

•  Leftovers?  Place  foods  in  the  cooler  promptly  after  grilling  or  serving.  Any  left  outside  for 
more  than  an  hour  should  be  discarded.  Tf  there  is  still  ice  in  the  cooler  when  you  get  home,  the 
leftovers  are  okay  to  eat. 

Remember,  bacteria  can  be  present  in  most  any  food  as  well  as  on  people's  hands.  Safe  food  handling  is 
essential  for  safe  picnics. 

For  further  information  about  the  safe  cooking  and  handling  of  foods  for  picnics,  call  USDA's  Meat  and 
Poultry  Hotline  at  1-800-535-4555.  Washington,  D.C.  area  residents  call  (202)  720-3333. 
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Food  Safety 
Features 


From  USDA's  Meat  and  Poultry  Hotline 


Susan  Conley  (202)720-5604 
Jerry  Redding    (202)720-3310 


BACKPACKERS  GET  FOOD  SAFETY  ADVICE  FROM  USDA'S  HOTLINE 

WASHINGTON,  D.C.  —  Getting  away  and  exploring  the  great  outdoors  is  a  favorite  American  past- 
time.  But  for  some  people  "getting  away  from  it  all"  doesn't  mean  just  visiting  one  of  our  national  parks, 
but  putting  on  a  backpack  and  hiking  far  off  into  the  wilderness.  The  scenery  is  beautiful,  the  air  is  clean,  the 
peace  and  quiet  is  refreshing  —  but  WHAT  DO  YOU  EAT? 

The  Hotline  advises  backpackers  who  will  carry  their  meals  on  their  backs  to  plan  their  menus  with  food 
safety  in  mind  as  well  as  such  other  considerations  as  the  weight  of  the  food,  preparation,  and  trash  disposal. 

" Food  poisoning  bacteria  grow  rapidly  at  warm  temperatures, "  according  to  Susan  Conley,  Director  of 
the  U.S.  Department  of  Agriculture's  Meat  and  Poultry  Hotline.  "Many  of  our  favorite  foods  are  perishable 
and  require  refrigeration.  Even  a  day  hiking  in  the  wilderness  with  perishable  foods  stored  improperly  could 
result  infoodbome  illness. " 

Raw  meat,  poultry,  fish,  most  dairy  products,  eggs  (even  hard-cooked  eggs)  and  prepared  foods  should  be 
stored  cold,  that  is,  at  40°  F  or  colder  and  should  not  be  left  unrefrigerated  for  more  than  two  hours. 

Keep  portion  sizes  in  mind  as  you  plan  your  menu:  leftovers  are  not  desirable!  Check  first  to  see  if 
campfires  are  allowed,  or  if  you  will  have  to  bring  a  stove.  When  cooking  foods,  be  sure  to  cook  them  thor- 
oughly. Cook  meat,  poultry  and  fish  thoroughly  to  ensure  that  food  poisoning  bacteria  have  been  destroyed. 

When  planning  a  menu  for  a  hiking  trip,  many  backpackers  choose  foods  that  do  not  require  refrigeration. 
Canned  meat,  poultry,  and  fish  —  although  heavy  —  are  good  choices  (just  remember  the  can  opener!). 

In  addition  to  canned  foods,  there  are  many  foods  that  do  not  require  refrigeration:  peanut  butter  and  jelly, 
hard  cheeses;  dried  meats,  fruits,  and  nuts;  dried  noodles  and  soups;  breads  and  crackers;  powdered  milk  and 
fruit  drinks.  Concentrated  juice  boxes  are  also  handy,  although  heavy.  Check  with  an  outdoor  supply  store  for 
foods  packaged  especially  for  backpacking. 

Of  course,  if  you  pack  carefully  it  is  possible  to  use  fresh  foods  for  meals  the  first  day.  Many  campers 
drive  to  their  campsites  with  coolers,  and  have  access  to  grills. 

Foods  can  be  prepared  in  advance,  refrigerated  or  frozen,  and  packed  with  a  cold  source.  Freeze  water  in 
a  plastic  jug  and  wrap  it  with  the  frozen  foods  in  a  plastic  bag,  then  stuff  the  bag  inside  a  sleeping  bag  (or 
something  else)  in  your  backpack.  This  way  the  food  will  be  kept  cold  while  you  hike. 
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"Water  is  always  an  important  consideration  on  a  hiking  trip,  "  says  Conley.  "  You  '11  need  it  for  preparing 
foods  as  well  as  for  washing  up.  Always  assume  that  stream  and  river  waters  are  not  safe  to  drink  and  may 
contain  bacteria  that  could  cause  illness  if  the  water  is  not  purified  before  drinking. " 

Purchase  purification  tablets  or  equipment  from  camping  supply  stores,  and  learn  purification  techniques. 
Although  heavy,  you  may  wish  to  bring  along  some  bottled  water. 

Cleanliness  is  essential.  Pack  soap  for  hand-  and  dishwashing.  Or  use  disposable  wipes  to  clean  your 
hands  when  working  with  food.  But  remember:  disposable  doesn't  mean  leaving  it  behind  to  pollute  the  great 
outdoors.  Burn  disposable  wipes,  paper  towels  and  leftover  food. 

A  special  note  to  hiking  families:  if  you  are  backpacking  with  an  infant,  carry  pre-measured  packets  of 
powdered  infant  formula  as  well  as  bottled  water;  and  prepare  one  bottle  at  a  time.  If  carrying  prepared  bottles 
they  must  be  kept  cold. 

If  using  bottled  water,  it  is  not  necessary  to  boil  it  before  mixing  with  formula.  As  for  baby  food,  bring  the 
smallest  size  jars  and  dispose  of  any  leftovers  after  eating  (as  well  as  leftover  formula). 

For  more  information,  call  the  USDA's  Meat  and  Poultry  Hotline,  1-800-535-4555. 
In  the  Washington,  D.C.,  area  call  (202)  720-3333. 
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Food  Safety 
Focus 


From  USDA's  Meat  and  Poultry  Hotline 

FOCUS  ON:  SAFE  FOOD  TO  GO 

For  bag  lunches,  picnics  or  celebrations  away  from  home,  food  can  be  kept 
safe  if  it  is  first  handled  and  cooked  safely.  Then,  keeping  food  cold  while  trans- 
porting and  serving  as  well  as  practicing  safe  grilling  techniques  can  prevent 
foodborne  illness. 

Beginning  With  Perishable  food  must  be  kept  cold  or  frozen  at  the  store  and  at  home.  In  between, 

Safe  Food  me  food  snouid  be  at  room  temperature  or  in  the  car  as  little  time  as  possible.  Then  it 

must  be  kept  cold  or  cooked  and  chilled.  Food  should  not  be  out  of  the  refrigerator  or 

oven  longer  than  two  hours. 

If  cooking  foods  beforehand-such  as  turkey,  ham,  chicken  and  vegetable  or  pasta 

salads,  prepare  them  in  plenty  of  time  to  thoroughly  chill  in  the  refrigerator.  Divide 

large  amounts  of  food  into  small  containers  for  fast  chilling  and  easier  use.  Keep 

cooked  foods  refrigerated  until  time  to  leave  home. 

Packing  for  If  taking  food  away  from  home— on  a  picnic,  for  example—try  to  plan  just  the 

Outings  right  amount  of  perishable  foods  to  take.  That  way,  you  won't  have  to  worry  about 

the  storage  or  safety  of  leftovers. 

Items  which  don't  require  refrigeration  include  fruits,  vegetables,  hard  cheese, 
canned  meat  or  fish,  chips,  bread,  crackers,  peanut  butter,  jelly,  mustard  and  pickles. 
You  don't  need  to  pack  them  in  a  cooler. 

Some  people  like  to  keep  raw  hamburger  patties  frozen.  At  the  picnic,  be  sure  to 
grill  them  until  the  centers  are  no  longer  pink. 

It's  perfectly  safe  to  store  uncooked  patties  as  well  as  raw  steaks,  ribs,  chops,  and 
raw  poultry  in  the  refrigerator  for  a  day  or  so  until  ready  to  pack  the  cooler. 

If  marinating  meat  and  poultry,  store  it  in  the  refrigerator— not  on  the  counter.  If 
you  plan  to  use  some  of  the  marinade  as  a  sauce,  reserve  a  portion  before  putting  raw 
meat  in  it.  Don't  reuse  the  marinade  from  meat  unless  it's  boiled  first  to  destroy  any 
bacteria  that  may  have  been  on  the  raw  meat. 
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Purchasing 
Take-Out  Food 


Keeping  Cold 
Food  Cold 


If  you're  planning  on  purchasing  take-out  foods  such  as  fried  chicken  or 
barbecued  beef,  eat  them  within  two  hours  of  pick  up.  Otherwise,  buy  cooked 
foods  ahead  of  time  to  chill  before  packing  them  into  the  cooler. 

After  estimating  the  amount  of  food  which  needs  to  be  kept  cold,  pack  an 
insulated  cooler  with  sufficient  ice  or  gel  packs  to  keep  the  food  at  40°  F.  Pack 
food  right  from  the  refrigerator  and/or  freezer  into  it. 

Why?  Bacteria  grow  and  multiply  rapidly  in  the  danger  zone  between  40°  F 
and  140°  F  (out  of  the  refrigerator  or  before  food  begins  to  cook.)  So,  food  trans- 
ported without  an  ice  source  or  left  out  in  the  sun  at  a  picnic  won't  stay  safe  long. 

If  packing  a  bag  lunch  or  lunch  box,  it's  fine  to  prepare  the  food  the  night 
before  and  store  the  packed  lunch  in  the  refrigerator. 

To  keep  the  lunch  cool  away  from  home,  pack  a  small  frozen  gel  pack  or 
frozen  juice  box.  Of  course,  if  there's  a  refrigerator  at  work,  store  perishable  items 
there  upon  arrival.  Leftover  perishables  which  have  been  kept  refrigerated  should 
be  safe  to  take  home.  But  once  gel  packs  and  other  cold  sources  melt,  perishables 
are  not  safe;  discard  them. 

When  taking  food  to  a  picnic,  don't  put  the  cooler  in  the  trunk;  carry  it  inside 
the  air-conditioned  car.  At  the  picnic,  keep  the  cooler  in  the  shade.  Keep  the  lid 
closed  and  avoid  repeated  openings.  Replenish  the  ice  if  it  melts. 


Serving  Food 


Except  when  served,  the  food  should  be  stored  in  a  cooler.  Just  like  a  refrig- 
erator at  home  when  the  power  is  off,  the  more  times  you  open  a  cooler,  the  more 
cold  air  will  escape.  Once  the  ice  melts,  the  cooler  won't  be  able  to  keep  food 
safe.  Keep  cold  drinks  in  a  separate  cooler  to  avoid  constantly  opening  the  one 
containing  perishable  foods. 

If  you've  packed  cooked  foods  in  several  small  containers,  you  can  serve  one 
and  keep  the  others  cold  for  second  helpings.  Leave  raw  meat  in  the  cooler,  too. 
When  cooking  it,  remove  from  the  cooler  only  the  amount  that  will  fit  on  the  grill. 


Grilling  Safety 


For  safety  and  quality,  the  coals  should  be  very  hot  before  cooking  food.  For 
optimal  heat,  burn  them  20  to  30  minutes  or  until  they  are  ughtly  coated  with  ash. 

The  USDA  recommends  against  eating  raw  or  undercooked  ground  beef 
since  harmful  bacteria  could  be  present.  To  be  sure  bacteria  are  destroyed,  cook 
hamburgers  to  160°  F.  Cut  into  the  pattie  to  be  sure  the  center  is  no  longer  pink 
and  the  juices  are  clear.  Large  cuts  of  beef  such  as  roasts  may  be  cooked  to  145°  F, 
medium  rare,  or  to  160°  F  for  medium.  Cook  ground  poultry  to  165°  F  and  poultry 
parts  to  180°  F.  Reheat  pre-cooked  meats  until  steaming  hot. 
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When  taking  foods  off  the  grill,  don't  put  the  cooked  items  on  the  same  platter 
which  held  the  raw  meat.  Raw  meat  juices  can  contain  bacteria  that  could  cross 
contaminate  safely  cooked  foods. 

Do  not  partially  grill  extra  hamburgers  to  use  later.  Once  you  begin  cooking 
hamburgers  by  any  method,  cook  them  until  completely  done  to  assure  that  bacteria 
are  destroyed. 


Keeping 

Leftovers 

Safe 


Place  leftover  foods  in  the  cooler  promptly  after  grilling  or  serving.  Any  left 
outside  for  more  than  an  hour  should  be  discarded. 

For  the  return  trip,  the  cooler  should  again  travel  in  the  air  conditioned  part  of  the 
car.  If  you  were  gone  not  more  than  four  or  five  hours  and  your  perishables  were  kept 
on  ice  except  when  cooked  and  served,  you  should  be  able  to  use  the  leftovers. 

Check  the  cooler  when  you  get  home.  If  there  is  still  ice  in  the  cooler  and  the 
food  is  refrigerator-cool  to  the  touch,  the  leftovers  should  be  safe  to  eat. 


Contact  List 


Susan  Conley,  Director,  USDA  Meat  and  Poultry  Hotline, 
202-720-5604.  Consumers  and  the  media  may  call  USDA's  Meat  and 
Poultry  Hotline  tollfree  at  1-800-535-4555.  Washington,  D.C. 
area  residents  call  (202)  720-3333. 


National  Agricultural  Library, 

Food  and  Nutrition  Information  Center  (301)  504-5719 


Related 
Publications 
Available 
from  the 
Hotline 


Local  Cooperative  Extension  Service 

"A  Consumer  Guide  to  Safe  Handling  and  Preparation  of  Ground  Meat 
and  Ground  Poultry" 

"Safe  Food  to  Go" 

"Escherichia  coli  Update:  E.  coli  0157:H7" 
(FSIS  Backgrounder) 

"Food  Safety  on  the  Road" 

"Food  Safety  and  the  Weekend  Camper  " 

"A  Boater's  Guide  to  Food  Safety" 

"Food  Safety  at  the  Beach" 

"The  Egg  Handling  Handbook" 

"Preventing  Foodbome  Listeriosis" 
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Food  Safety 
Focus 


From  USDA's  Meat  and  Poultry  Hotline 


FOCUS  ON:  COMMUNITY  PICNICS 

There  is  nothing  more  "all- American"  than  the  community  picnic:  friends  and 
neighbors,  Softball  and  sack  races,  and  lots  of  good  food.  But  someone  has  to  cook 
all  that  good  food,  and  if  it's  not  handled  safely,  foodborne  illness  can  become  an 
uninvited  guest.  Here  are  some  tipsftom  USDA  s  Meat  and  Poultry  Hotline  to  help 
you  make  sure  your  picnic  treats  are  safe  to  eat. 

Planning  Ideally,  your  picnic  location  should  have  facilities  for  washing  hands  and  uten- 

sils. Handwashing  is  critical  to  prevent  the  spread  of  pathogenic  bacteria.  If  no  facili- 
ties are  available,  disposable  towelettes  are  the  next  best  thing.  Plan  to  bring  soap  and 
water  for  washing  hands  and  cookware. 

Plan  the  menu  with  an  eye  to  safe  food  handling.  If  the  picnickers  will  be  bring- 
ing the  food,  make  sure  that  everyone's  prize  recipes  are  checked  to  be  sure  tech- 
niques used  will  be  safe.  Discourage  people  from  preparing  recipes  that  contain  raw 
eggs,  such  as  cream  pies  or  home-made  ice  cream. 

You  may  wish  to  send  out  a  notice  reminding  your  cooks  to  bring  cold  foods  in 
coolers.  Remember  that  perishable  foods  like  meat,  poultry,  fish,  eggs,  and  salads 
must  be  kept  cold.  Food  poisoning  bacteria  grow  rapidly  at  temperatures  warmer  than 
40°  F  so  these  foods  must  be  stored  in  coolers  or  on  ice. 


Preparation  Improper  cooling  is  one  of  the  most  common  causes  of  foodborne  illness.  If  your 

group  will  be  preparing  large  quantities  of  food,  such  as  lasagna,  barbecue,  or  roasts, 
in  advance  of  the  picnic,  be  sure  it  is  cooled  rapidly  in  small,  shallow  containers.  In 
the  case  of  roasts  or  whole  turkeys  your  cooks  will  need  to  slice  the  meat  up  into 
chunks  and  refrigerate  or  freeze  it  in  pans  or  platters.  Trays  of  lasagna  are  fine  but 
barbecue,  chili,  or  stews  should  be  cooled  in  shallow  pans.  Picnic  foods  can  be  pre- 
pared a  day  or  two  before  the  event. 
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A  common  problem  is  finding  room  to  store  all  the  food  that  has  been  cooked 
in  advance.  If  your  organization  has  a  large  refrigerator,  you  may  wish  to  lower 
the  temperature  a  few  degrees  to  help  cool  foods  quickly.  Otherwise  recruit 
volunteers  to  refrigerate  or  freeze  foods  in  their  home  refrigerators,  but  be  sure  to 
stress  to  them  that  the  foods  must  be  stored  at  40°  F  or  colder. 

Partial  cooking  is  never  a  good  idea.  Often  people  will  try  to  save  time  by 
partially  cooking  chicken,  ribs,  or  even  whole  turkeys  in  advance  and  then  finish- 
ing them  up  on  the  grill.  This  method  can  permit  pathogenic  bacteria  to  multiply 
while  making  it  impossible  to  kill  them  through  cooking.  To  save  time  foods  that 
will  be  grilled  can  be  cooked  thoroughly,  then  reheated  on  the  grill. 


Coolers 


There  are  limits  to  how  long  hot  or  cold  food  can  be  transported  safely.  Food 
should  be  packed  to  lake  to  the  picnic  in  sturdy,  insulated  coolers  with  plenty  of 
ice  or  frozen  gel  packs. 

Remember  the  two-hour  rule.  Perishable  foods  must  be  kept  hot  or  cold,  and 
should  not  be  allowed  to  sit  at  temperatures  warmer  than  40°  F  for  more  than  two 
hours.  In  the  summertime,  don't  let  food  sit  out  for  more  than  one  hour.  If  your 
food  is  being  delivered,  make  sure  the  person  bringing  it  has  a  way  to  keep  it  hot 
or  cold. 

Designate  certain  coolers  for  beverages  and  allow  those  containing  foods  for 
the  picnic  to  remain  undisturbed.  Cover  these  coolers  with  blankets  and  place 
them  in  the  shade  to  help  hold  the  cold  temperature. 


Cooking  Food 
at  the  Picnic 


Whether  cooking  indoors  or  outside  on  a  grill,  meat  and  poultry  must  be 
cooked  thoroughly  to  ensure  that  pathogenic  bacteria  are  destroyed.  Grill  raw 
poultry  until  the  juices  run  clear  and  there  is  no  pink  close  to  the  bone.  Likewise, 
burgers  should  not  be  pink  in  the  center. 

Cooked  foods  are  just  as  perishable  as  raw,  so  once  grilled  foods  are  cooked 
do  not  let  them  sit  out  for  more  than  an  hour  or  so.  Try  to  pace  the  preparation  so 
that  food  is  eaten  shortly  after  it  is  cooked. 

Take-out  foods  or  foods  cooked  just  before  being  transported  to  the  picnic 
can  be  carried  hot.  Those  who  will  be  bringing  hot  food  can  wrap  is  in  towels, 
then  newspaper,  and  place  it  inside  a  box  or  brown  bags.  These  food.;  should  be 
kept  warm  on  the  grill. 
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Leftovers  Chances  are.  picnic  leftovers  have  been  sitting  out  for  more  than  an  hour  or  two. 

Discard  these  leftovers. 

Cold  foods  that  were  kept  in  a  cooler  that  still  has  ice  may  be  safe.  If  the  ice  has 
melted,  the  food  should  be  discarded.  Discourage  your  picnickers  from  taking  home 
leftover  warm  meat,  poultry,  other  cooked  foods  or  salads. 


Contact  List 


Susan  Conley,  Director,  USDA  Meat  and  Poultry  Hotline, 
(202)  720-5604.  Consumers  and  the  media  may  call  the  USDA's  Meat  and 
Poultry  Hotline  at  1-800-535-4555.  In  the  Washington.  D.C.  area,  call 
(202)  720-3333. 


National  Agricultural  Library, 

Food  and  Nutrition  Information  Center  (301)  504-5719 

Local  Cooperative  Extension  Service 


Related 
Publications 
Available  from 
the  Hotline 


"Safe  Food  to  Go" 

"A  Quick  Consumer  Guide  to  Safe  Food  Handling ' 

"Food  Safety  on  the  Road" 
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Definition 


Byproducts, 
Variety  Meats 


Species 


From  USDA's  Meat  and  Poultry  Hotline 

t 

FOCUS  ON:  HOT  DOGS 

Whether  you  call  it  a  frankfurter,  hot  dog,  wiener  or  bologna,  it 's  a  cooked  sausage 
and  a  summertime  favorite.  They  can  be  made  from  beef,  pork,  turkey  or  chicken  —  the 
label  must  tell  which.  And  there  are  federal  standards  for  their  content. 

Frankfurters,  hot  dogs,  wieners  or  bologna  are  cooked  smoked  sausages.  They  are  a 
comminuted  (reduced  to  minute  particles),  semisolid  product  made  from  one  or  more 
kinds  of  raw  skeletal  muscle  meat  and  may  contain  poultry  meat.  Smoking  and  curing 
ingredients  contribute  to  flavor,  color  and  preservation  of  the  product.  They  come  in  all 
sizes  and  shapes  —  short,  long,  thin  and  chubby.  The  most  popular  of  all  categories,  the 
skinless  varieties,  have  been  stripped  of  their  casings  after  cooking.  The  finished  prod- 
ucts may  not  contain  more  than  30%  fat.  Water  or  ice,  or  both  may  be  used  to  facilitate 
chopping  or  mixing  or  to  dissolve  curing  ingredients.  Sausages  may  contain  no  more 
than  10%  water  and  30%  fat  or  a  combination  of  40%  fat  and  added  water.  Up  to  3.5% 
non-meat  binders  and  extenders  such  as  nonfat  dry  milk,  cereal,  dried  whole  milk  or  2% 
isolated  soy  protein  may  be  used  but  must  be  shown  in  the  ingredient  statement  by  its 
common  name. 

Frankfurter,  hot  dog,  wiener  or  bologna  "With  Byproducts  "  or  "  With  Variety  Meats  " 
are  made  according  to  the  specifications  for  cooked  smoked  sausages  (above)  except 
they  consist  of  not  less  than  15%  of  one  or  more  kinds  of  raw  skeletal  muscle  meat  with 
raw  meat  byproducts.  The  byproducts  (heart,  kidney  or  liver  for  example,)  shall  be 
accompanied  by  the  name  of  the  species  from  which  derived  and  must  be  individually 
named  in  the  ingredient  statement. 

Beef  Franks  or  Pork  Franks  are  cooked,  smoked  sausage  products  made  according 
to  the  specifications  above  but  with  meat  from  a  single  species  and  do  not  include 
byproducts. 
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Turkey  Franks  or  Chicken  Franks  can  contain  turkey  or  chicken  skin  and  fat  in 
natural  proportions  of  that  found  on  a  turkey  or  chicken  carcass. 


ngredient 

Statement 


All  ingredients  in  the  product  must  be  listed  in  the  ingredient  statement  in  order 
of  predominance  from  the  one  weighing  the  most  listed  first  to  the  one  weighing  the 
least  listed  last. 


Mechanically 
Separated  Meat 
or  Poultry 


Carcass  parts  from  which  most  of  the  meat  has  been  removed  still  has  usable 
meat  attached.  These  parts  are  pushed  under  high  pressure  through  equipment  with 
openings  so  fine  that  a  small  amount  of  powdered  bone  the  size  of  a  grain  of  sand 
may  pass  through  along  with  the  remaining  muscle  meat  and  other  soft  tissue.  This 
is  called  "mechanically  separated"  meat  and,  if  used  in  a  product,  the  label  must  so 
state.  Since  it  may  contain  some  finely  powdered  bone,  "the  label  shall  state  the 
calcium  content  as  a  percentage  of  the  U.S.  RDAs  if  it  contributes  20  milligrams  or 
more  of  calcium  to  a  serving  of  the  product." 


Mechanically  deboned  poultry  does  not  have  the  same  requirements  as  mechani- 
cally separated  meat  and  is  simply  listed  in  the  ingredients  statement  as  "chicken  " 
or  "turkey. " 


Dating 


Dating  is  voluntary  and  not  required  by  Federal  regulations.  If  a  date  is  used,  it 
must  also  state  what  it  means. 

•  Packing  date  -  date  of  manufacturing,  processing  or  final  packaging. 

•  Sell-by  date  -  last  day  a  retail  store  may  offer  the  food  for  sale.  Good 
approximately  5  to  7  days  past  sell-by  date  IF  handled  properly. 

•  Use-by  date  -  date  after  which  peak  quality  of  product  begins  to  lessen, 
but  product  may  still  be  used. 

•  Expiration  date  -  marks  end  of  product's  useful  life  or  the  last  day  to  be 
used. 


Food  Safety 
Guidelines 


The  same  general  food  safety  guidelines  apply  to  hot  dogs  as  to  all  perishable 
products  —  "Keep  them  Hot,  Keep  them  Cold,  Keep  them  Clean."  Although  hot 
dogs  are  fully  cooked,  if  you  choose  to  reheat  them,  make  sure  they  are  steamy  hot 
throughout. 


When  you  leave  the  grocery  store  with  those  hot  dogs,  head  straight  home  and 
refrigerate  or  freeze  them  immediately.  If  there  is  a  date  on  the  package,  follow 
those  guidelines  for  use.  If  there  is  no  date,  hot  dogs  can  be  safely  stored  in  the 
unopened  package  for  2  weeks  in  the  refrigerator;  once  opened,  only  1  week.  For 
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maximum  quality,  freeze  hot  dogs  no  longer  than  1  to  2  months.  And  of  course, 
never  leave  hot  dogs  at  room  temperature  for  more  than  2  hours,  or  in  the  hot  sum- 
mer months  when  the  temperature  goes  to  90°  F  or  above,  no  more  than  1  hour. 


Contact 


Susan  Conley,  Director,  USDA  Meat  and  Poultry  Hotline 
(202)  720-5604.  Consumers  and  the  media  may  call  USDA's  Meat 
and  Poultry  Hotline  at  1-800-535-4555.  Washington,  B.C. 
area  residents  call  (202)  720-3333. 


Reference 


Code  of  Federal  Regulations,  Volume  9,  Section  319.180 


Related 
Publications 
Available  from 
the  Hotline 


"The  New  Food  Label  and  You  " 
"Meat  and  Poultry  Labels  Wrap  It  Up  " 
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Food  Safety 
Focus 


From  USDA's  Meat  and  Poultry  Hotline 


FOCUS  ON:  SUMMER  FOOD  HANDLING 

Food  safety  is  always  important.  But  in  the  summertime,  when  temperatures  are 
hotter  and  foods  can  reach  the  danger  zone  faster,  it's  more  important  than  ever  to  be 
sure  foods  are  handled  properly.  At  the  store,  when  transporting  foods  and  when  han- 
dling food  at  home  are  crucial  times  for  keeping  food  at  safe  temperatures  and  for 
avoiding  cross  contamination. 


Selecting 
Foods 


When  shopping  for  raw  and  cooked  foods  in  the  summertime,  notice  how  the  food 
is  displayed  in  the  store.  It's  always  important  to  be  sure  food  is  being  stored  at  the 
proper  temperature  but  especially  in  the  summertime  when  the  outside  air  is  warmer. 
Display  cases  may  have  to  be  put  on  a  colder  setting  to  compensate.  Never  choose 
packages  which  are  torn  or  leaking. 


Avoiding 

Cross 

Contamination 


To  guard  against  cross  contamination,  put  raw  meat  and  poultry  into  a  plastic  bag  so 
meat  juices  won't  drip  on  other  foods  such  as  lettuce  and  fruit  that  will  be  eaten  raw. 

When  ordering  food  from  the  deli  department,  be  sure  the  clerk  washed  his  hands 
between  handling  raw  and  cooked  items.  Don't  buy  cooked  items  which  are  touching 
raw  items  in  the  display  case. 


Transporting 
Food  Home 


Put  refrigerated  or  frozen  items  in  the  shopping  cart  after  all  other  selections  have 
been  made.  Then,  head  for  the  checkout  counter. 

Ask  the  bagger  to  put  raw  foods  in  bags  separate  from  cooked  foods  and  produce. 
When  loading  the  car,  keep  perishable  items  inside  the  air  conditioned  car  —  not  in  the 
trunk. 

Drive  immediately  home  from  the  grocery.  Make  the  food  store  your  last  stop  be- 
fore driving  home.  If  you  live  farther  away  than  30  minutes,  bring  a  cooler  from  home 
and  place  perishables  in  it  for  the  trip  home. 


659 


Storage  of 
Food  at  Home 


Unload  perishable  foods  from  the  car  first.  Put  them  immediately  into  the 
refrigerator  or  freezer.  Assuming  the  store  Wrap  on  meat  and  poultry  is  clean  and 
not  torn,  refrigerate  or  freeze  the  package  as  is.  Since  repeated  handling  can 
introduce  bacteria  from  your  hands  to  meat  and  poultry,  it's  best  to  leave  a  prod- 
uct in  its  original  packaging. 

Otherwise,  re-wrap  products  in  clean  plastic  or  aluminum  foil.  For  long-term 
freezer  storage  (longer  than  two  to  three  months),  overwrap  store  packaging  as  an 
added  barrier  and  protection  from  freezer  burn. 

If  you  want  to  divide  perishable  foods  into  smaller  containers,  remember  to 
wash  your  hands  first.  Work  as  fast  as  possible  so  food  isn't  setting  out  on  the 
counter  long.  Wash  hands  after  handling  raw  meat  and  poultry,  too. 


Preparation  Clean  preparation  is  essential.  Be  sure  all  work  surfaces  and  utensils  are  clean 

before  preparing  food.  Remember,  bacteria  can  be  present  on  any  surface  or  food 
as  well  as  on  people's  hands. 

To  sanitize  cutting  boards,  counters  and  sinks,  first  wash  with  hot,  soapy 
water.  Make  a  solution  of  two  teaspoons  of  chlorine  bleach  to  a  quart  of  water  and 
let  the  solution  set  on  surfaces  for  a  few  minutes.  Then  rinse  with  clear  water  and 
pat  dry. 

When  planning  a  picnic  or  cooking  outdoors,  be  sure  there  are  plenty  of  clean 
utensils  and  platters  for  handling  the  raw  foods  and  the  food  after  cooking.  Pack 
soapy  sponges  and  wet  towelettes  for  cleaning  surfaces  and  hands. 


Keeping  Food 
at  a  Safe 
Temperature 


When  working  with  food  in  a  summertime  kitchen,  it's  important  to  handle  it 
quickly  and  get  it  into  the  oven  or  the  refrigerator  as  soon  as  possible. 

For  example,  as  soon  as  you  take  a  package  of  raw  ground  beef  out  of  the 
refrigerator,  form  it  into  patties  and  stack  them  between  squares  of  wax  paper. 
Don't  put  more  than  four  in  each  stack;  the  cold  air  needs  to  reach  the  center  to 
chill  them  fast.  Overwrap  the  stacks  and  refrigerate  or  freeze  them  immediately. 

Marinate  meat  and  poultry  in  a  covered  dish  in  the  refrigerator  unless  you  will 
be  cooking  them  within  the  hour. 

Check  the  temperature  of  the  refrigerator  and  freezer.  Like  the  store's  display 
cases,  they  may  need  to  be  put  on  a  lower  setting  in  the  summertime.  Keep  a 
themometer  in  your  cold  storage  unit.  The  refrigerator  should  be  maintaining  40°F 
or  lower  and  the  freezer  should  be  keeping  foods  at  zero  degrees. 


Thorough 
Cooking 


Once  food  is  in  the  oven  or  on  the  grill,  it  should  stay  there  until  done  to  a  safe 
temperature.  Partial  cooking  of  foods  allows  bacteria  to  survive  and  multiply  to 
the  point  subsequent  cooking  can't  destroy  them. 
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Cook  ground  beef,  veal,  lamb  and  pork  to  160°  F;  ground  turkey  and  chicken, 
165°  F.  Whole  fresh  beef  roasts  can  be  cooked  to  145°  F  (rare)  if  desired.  Otherwise, 
cook  red  meats  to  160°  F;  whole  poultry  to  180°  F;  poultry  breasts  and  roasts,  170°  F. 
Check  for  visual  signs  of  doneness:  poultry  juices  should  run  clear  and  meat  should 
be  tender;  ground  meat  should  not  be  pink. 

Leftovers  Warm  summertime  air  may  slow  the  cooling  of  cooked  foods.  Divide  foods  into 

small  shallow  containers  to  help  foods  cool  quicker.  Put  food  directly  in  the  refrigera- 
tor or  freezer.  Never  refrigerate  one  large  pot  of  food  or  a  whole  turkey,  however.  The 
center  of  these  foods  may  still  be  warm  the  next  day,  making  them  unsafe. 


Contact 
List 


Susan  Conley,  Director,  USDA  Meat  and  Poultry  Hotline 
(202)  720-5604.  Consumers  and  the  media  may  call  USDA's  Meat  and 
Poultry  Hotline  at  1-800-535-4555.  Washington,  D.C.  area 
residents  call  (202)  720-3333. 


National  Agricultural  Library, 

Food  and  Nutrition  Information  Center  (301)  504-5719 

Local  Cooperative  Extension  Service 


Related 
Publications 
Available 
from  the 
Hotline 


"A  Consumer  Guide  to  Safe  Handling  and  Preparation 

of  Ground  Meat  and  Ground  Poultry  " 

"Safe  Food  to  Go  " 

"Escherichia  coli  Update:  E.  coli  0J57.H7"  (FSIS Backgrounder) 

"Food  Safety  on  the  Road" 

"Food  Safety  and  the  Weekend  Camper" 

"A  Boater's  Guide  to  Food  Safety" 

"Food  Safety  at  the  Beach  " 
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Horn  Q.l  —  According  to  the  written  statement  of  Henry  J.  Voss,  Secretary,  California 
Department  of  Food  and  Agriculture,  several  states  other  than  California  have  enacted 
laws  that  deviate  from  Federal  standards  but  USDA  has  not  gone  to  court  to  challenge 
these  other  statutes.   What  other  state  laws  deviate  from  USDA's  meat  and  poultry 
statutes  and  regulations  and  what  has  USDA  done  or  attempted  to  do  about  these 
deviations? 

The  USDA  has  advanced  its  interpretation  of  the  explicit  preemption  clauses  contained 
in  both  the  Poultry  Product  Inspection  Act  and  the  Federal  Meat  Inspection  Act  in  federal 
court  on  numerous  occasions  as  a  party  and  as  an  amicus  curiae.    For  instance,  in  Grocery 
Manufacturers  of  America  v.  Gerace.  581  F.Supp.  658  (S.D.N.Y.  1984),  and  755  F.2d  933 
(2nd  Cir.),  cert,  denied.  474  U.S.  820  (1985),  as  an  additional  defendant  to  Commissioner 
Gerace's  counterclaim,  the  USDA  asserted  that  New  York's  law  was  preempted  under  the 
PPIA.   In  1992,  in  Institute  Puertoriqueno  de  Cames.  Inc.  v.  Davila.  Civil  No.  92-2098 
(HL)  (D.P.R.  1992),  USDA  argued  that  a  Puerto  Rico  regulation  was  preempted  by  the 
PPIA,  but  the  case,  as  you  know,  settled  before  resolution.    USDA  has  also  participated  as 
amicus  or  otherwise  in  a  number  of  cases  involving  federal  preemption  of  state  law  under  the 
Federal  Meat  Inspection  Act.    For  example,  in  Jones  v.  Rath  Packing.  530  F.2d  1295  (9th 
Cir.  1975),  530  F.2d  1317  (9th  Cir.  1975),  affd.,  430  U.S.  519  (1976),  the  USDA  filed  an 
amicus  brief  in  the  United  States  Supreme  Court  urging  affirmance  of  Ninth  Circuit  decision 
on  preemption  grounds.    There  are  numerous  other  such  cases  in  which  the  Department  has 
participated. 

Additionally,  on  various  occasions,  the  Department  has  advised  individual  states  that 
their  poultry  or  meat  labeling  requirements,  or  other  requirements  or  proposed  requirements, 
appear  to  conflict  with  federal  law,  and  has  asked  the  states  to  take  appropriate  action.    See 
for  example,  a  1987  letter  from  Secretary  Lyng  to  California  Governor  Deukmejian  and  a 
1994  letter  to  Joe  F.  Sanderson,  Chairman,  National  Broiler  Council,  a  copy  of  which  was 
sent  to  the  Oregon  Attorney  General's  office,  both  of  which  are  attached. 

The  Department  does  not  systematically  review  all  state  and  local  laws  independently 
of  cases  brought  to  its  attention  by  the  affected  parties.    Given  the  Department's  limited 
resources,  it  would  not  be  efficient  for  USDA  to  seek  to  learn  of  and  challenge  every 
preempted  state  requirement,  some  of  which  have  little  or  no  impact  on  commerce.    Neither 
the  federal  meat  or  poultry  statutes  requires  USDA  to  review  independently  the  laws  of  each 
state  and  local  government  in  order  for  the  preemption  provisions  to  be  effective.   In  fact, 
with  respect  to  the  California  "fresh"  litigation,  the  Department  chose  not  to  become 
involved  in  the  litigation  until  it  was  specifically  requested  by  the  court  to  participate  as  an 
amicus  curiae. 

In  addition  to  the  remarks  of  Mr.  Voss,  several  documents  filed  in  the  California 
litigation  make  reference  to  state  labeling  or  other  laws  which  may  deviate  from  federal 
requirements.    As  noted  above,  the  Department  simply  does  not  have  the  resources  to 
investigate  the  laws  of  every  state  and  local  governmental  subdivision  to  determine  whether 
they  are  preempted  by  federal  law. 
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May  4      1994 


Mr.  Joe  F.  Sanderson,  Jr. 

Chairman 

National  Broiler  Council 

P.O.  Box  988 

Laurel,  Mississippi   39441 

Dear  Mr.  Sanderson: 

This  is  in  further  response  to  your  earlier  letter  about  an  Oregon  labeling  law  (ORS 
619.355)  requiring  that  fryers  sold  in  Oregon  bear  labeling  that  includes  the  State  in  which 
the  poultry  was  produced. 

As  you  know,  the  explicit  preemption  section  in  the  Poultry  Products  Inspection  Act 
(PPIA)  (21  U.S.C.  467e)  provides  that  marking,  labeling,  packaging,  or  ingredient 
requirements  that  are  in  addition  to,  or  different  from,  those  made  under  the  PPIA  may  not 
be  imposed  by  a  Stale.   The  preemption  applies  to  articles  prepared  at  any  official 
establishment  under  inspection  in  accordance  with  the  requirements  under  PPIA.   Further,  a 
State  may,  consistent  with  requirements  under  PPIA,  only  exercise  concurrent  jurisdiction 
over  articles  required  to  be  inspected  that  are  adulterated  or  misbranded,  as  defined  in  PPIA, 
and  also  are  outside  such  an  establishment   This  section  also  prohibits  a  State  from  imposing 
any  requirement  (other  than  certain  consistent  recordkeeping,  access,  and  related 
requirements)  within  the  scope  of  PPIA  with  respect  to  premises,  facilities,  and  operations  of 
any  such  establishment  that  are  in  addition  to,  or  different  from,  those  made  under  PPIA. 

The  Department  of  Agriculture  (USDA)  views  these  provisions  as  an  integral  part  of 
the  comprehensive  regulatory  scheme  created  by  PPIA  for  poultry  products.    In  establishing 
the  system  of  inspection  and  other  requirements  to  address  the  problems  presented  by  poultry 
products  that  are  unwholesome,  adulterated,  or  misbranded,  the  Congress  of  the  United 
States  specifically  found  that  the  regulated  articles  are  either  in  or  substantially  affect 
interstate  or  foreign  commerce,  and  that  regulation  by  the  Secretary  of  Agriculture  and 
cooperation  by  the  States  and  other  jurisdictions  are  appropriate  to  prevent  and  eliminate 
burdens  upon  and  effectively  regulate  such  commerce  as  well  as  to  protect  the  health  and 
welfare  of  consumers  (21  U.S.C.  451). 

Among  other  things,  PPIA  requires  the  condemnation  of  adulterated  articles  (21 
U.S.C.  455(c))  and  authorizes  the  Secretary  to  prescribe  marking,  labeling,  and 
compositional  requirements  to  prevent  the  distribution  of  articles  with  labeling  that  is  false  or 
misleading  or  that  is  otherwise  misbranded  (21  U.S.C.  453(h)  and  457(b))     Articles  found 
not  to  be  adulterated  must  bear  the  inspection  legend  and  other  misbranding-related 
information  when  they  leave  an  inspected  establishment  (21  U.S.C.  457  (a)).   Although  no 
article  subject  to  PPIA  may  be  sold  or  offered  for  sale  by  any  individual  or  business  unit  in 
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Mr.  Joe  F.  Sanderson,  Jr.  2 

commerce  under  any  labeling  that  is  false  or  misleading,  the  statute  specifically  permits 
labeling  that  is  not  false  or  misleading  and  is  approved  by  the  Secretary  (21  U.S.C.  457  (c)). 
In  that  regard,  USDA's  Food  Safety  and  Inspection  Service  does  not  require  that  a  product's 
label  or  any  other  material  accompanying  such  product  (that  is,  other  "labeling"  under  21 

U.S.C.  453  (s))  include  the  words  •grown  in ,"  the  blank  to  include  the  State  in 

which  the  chicken  was  produced,  as  called  for  in  ORS  619.355. 

The  State  of  Oregon  should  carefully  consider  the  preemptive  effects  of  Federal  law 
before  taking  any  further  action  to  implement  ORS  619.355.   In  addition  to  the  explicit 
preemption  language  in  the  PPIA,  I  note  that  this  issue  has  been  addressed  by  the  Federal 
courts  in  such  cases  as  Jones  v.  Rath  Packing  Co..  430  U.S.  519,  97  S.  Ct.  1305,  51  L.  Ed. 
2d  604  (1977);  Animal  Legal  Defense  Fund  v.  Provimi  Veal  Corp..  626  F.  Supp.  278  (D. 
Mass.  1986),  af£jj,  802  F.  2d  440  (1986);  and  Grocery  Mfrs.  of  America.  Inc.  v.  Gerace." 
581  F.  Supp.  658  (S.D.N.Y  1984),  755  F.  2d  993  (2d  Cir.  1985),  106  S.  Ct.  69,  88  L.  Ed. 
2d  29  (1985). 

We  are  sending  a  copy  of  your  letter  and  this  response  to  the  Oregon  Attorney 
General's  Office  for  consideration.    I  hope  this  information  responds  to  your  concerns. 

Sincerely, 

MIKE  ESPY 
Secretary 

cc:        Terry  A.  Laggert 

Attorney  In  Charge  Financial  Fraud  Section 
1162  Court  Street,  N.E. 
Salem,  Oregon  97310 

OES 

Asst.Sec.for  M&IS 

Al  Eidvig,  RP/CP  Room  300  West  End  Ct. 

Lester  Nordyke,  IO/FSR  Room  4434 

ECSAO 
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.june   12,    1987 

Honorable  George  Deukmejian 
Governor  of  California 
Sacramento,   CA     95814 

Dear   Governor   Deukmejian: 

As  the  Secretary  of  Agriculture,  my  duties    include   implementation   of   the 
Federal   Meat   Inspection  Act  (FMIA)    (21   U.S.C.   601  et  seq. )  and   the  Poultry 
Products   Inspection  Act  (PPIA)   (21   U.S.C.   451  et  seq. IT"  These  statutes,  which 
zrp  administered   by    the   Department ' s   food    lafeT/   and    Inspection   Service   (FSI3) 
(21   CFR  2.17(g)(2)   and  2.55(a)(2)),    require    inspection   at  various   businesses 
•engaged    in    the   slaughtering   or  other   preparation   or   processing  of   various 
livestock   and/or  poultry  products   for  nuraan   consumption   and  otherwise   regulate 
the  contents   and  composition  and  the  marking,   labeling,   and  packaging  of   the 
products   they  distribute.     Approximately   780  slaughtering  and/or   further 
processing  establishments   in  California  currently  operate  under  FSlS's  meat  and 
poultry   inspection  program.      In  addition,  many  of  the  other  7400  federally 
inspected  establishments   in  the  United  States  distribute  meat,  meat  food 
products,   and/or  poultry  products   in  California. 

Several    trade  associations  of  businesses  regulated  under  the  FMIA  or  the  PPIA 
recently  contacted  me  to  express  concern   regarding  the  possibility  of  action   to 
enforce  Section  25249.6  of  Chapter  6.6  of  the  California  Health  and  Safety 
Code,   the  "Safe  Drinking  Water  and  Toxic  Enforcement  Act  of  1986."     Section 
25249.6  provides   that  no  person   In  the  course  of  doing  business  may  "knowingly 
and  intentionally  expose  any  Individual   to  a  chemical   known  to  the  State  to 
cause  cancer  or  reproductive  toxicity  without  first  giving  clear  and  reasonable 
warning  to  such  individual,  except  as  provided  in  Section  25249.10."     Section 
25249.11(f)   further  specifies   that  such  warning   "may  be  provided  by  general 
methods  such  as   labels  on  consumer  products,    .    .    .   posting  of  notices,    .    .    .   and 
the  like,  provided  that  the  warning  accomplished  is  clear  and  reasonable",   and 
it  requires   that   implementing  regulations  "to  the  extent  practicable  place   the 
obligation  to  provide  any  warning  materials   iuch   as   labels  on   the  producer  or 
packager  rather  than  on   the  retail    seller   .    .    .    ." 

I  have  concluded   that   these   industry  members'   concern   is   legitimate.     I 
recognize   that  Section   25249.10(a)   provides   that  "Section   25249.6  shall    not 
apply  to...[a]r.  exposure   for  which   federal    law  governs  warning   in  a  manner  that 
preempts   state  authority."     Nevertheless,   the  provisions  of  Chapter  6.6  and 
implementation-related  developments   to  date   raise   serious  questions  about 
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whether  the  State  of  California   is   aware  of   the  preemptive  effects  of  Federal 
law   in   regulatiny  meat,  meat   food  products,   and  poultry  products. 

I  call   your  attention,   in  particular,   to   the  explicit  preemption   sections   in 
both  the  FMIA  and  the  PPIA  (21  U.S.C.   467e  and  678).     These   sections  provide 
that  Marking,   labeling,   packaging,   or   ingredient  requirements  which   are   in 
addition  to,  or  different  than,    those  made  under  the  FMIA  or  PPIA  may  not  be 
imposed  by  a  State  with   respect   to  articles  prepared  at  any  establishment  under 
inspection   in  accordance  with   the  requirements  under   title   I  of  the  FMIA  or 
under  the  PPIA;   a  State  only  may,   consistent  with   requirements  under   the  FMIA 
or  PPIA,   excercise  concurrent  jurisdiction   over  articles   required  to  be 
inspected  thereunder  for   the  purpose  of  preventing   the  distribution  of   such 
articles   that  are  adulterated  or  misbranded,   as  defined   therein,   and  also  are 
outside  of  such  an  establishment.     These   sections  also  prohibit  a   State   from 
imposing  any  requirenent   (other  than  certain  consistent  recordkeeping,   access, 
and   related   require-ifits)   witnin    the   scope    jf    tlie  rM!A  or    ;3IA  with   t-ospect    to 
premises,   facilities,   and  operations  of  any   such  establ ishment  that  jre   in 
addition   to,   or   different   than,    those  made   under   tne  r"M!A  or   PPIA. 

The  Department  views  these  provisions  as  an   integral    part  of  the  comprehensive 
regulatory  scheme  created  by   the  FMIA  and  PPIA  for  certain  livestock   and 
poultry  products,   respectively.     In  establishing  the  system  of  inspection  and 
other  requirements  to  address  the  problems  presented  by  meat  and  meat  food 
products  and  by  poultry  products  which  are   unwholesome,   adulterated,  or 
■isbranded,   the  Congress  of  the  United  States  specifically  found  that  the 
articles  so  regulated  are  either  in  or  substantially  affect  interstate  or 
foreign  commerce,  and  regulation  by  the  Secretary  of  Agriculture  and  cooperation 
by  the  States  and  other  jurisdictions  as  contemplated  therein  art  appropriate  to 
prevent  and  eliminate  burdens  upon  and  effectively  regulate  such  commerce  as 
well   as  to  protect  the  health  and  welfare  of  consumers  (21  U.S.C.  451  and  602). 

Among  other  things,   the  FMIA  and  PPIA  require  the  condemnation  of  adulterated 
articles  (21  U.S.C.  455(c),  604,  and  606(b))  and  authorize  the  Secretary  to 

prescribe  marking,   labeling,   and  compositional    requirements  to  prevent  the 
distribution  of  articles  with   labeling  that   is   false  or  misleading  or   that  are 
otherwise  oisbranded  (21  U.S.C.   453(h),   457(b)  and   (d),   601(n),   and  607(c)  and 
(e)).     Articles  found  not  to  be  adulterated  must  bear  the  inspection  legend  and 
other  mi sbranding-related   information  when   they  leave  an   inspected 
establishment   (21   U.S.C.   457(a)  and  607(b)).'    While  no  article  subject  to   the 
FMIA  or  PPIA  may  be  sold  or  offered  for  sale  by  any   individual    or  business  unit 
in  commerce  under  any  labeling  which   is   false  or  misleading,   the  statutes 
specifically  permit  labeling  which   is  not   false  or  misleading  and   is  approved 
by  the   Secretary   (21  U.S.C.   457(c)  and  607(d)). 

FSIS  does  not  require   that  a   product's   label    or  any  other  material    accompanying 
sucn  product   (i.e.,  other  "labeling"  under  21   U.S.C.   453(s)  or  601(p))   include 
warnings  of   the   type  called  for  by  Section   25249.6.      In   fact,    it  appears   likely 
that   the  Department  would  regard  labeling  materials   including  such  warnings 
about   proaucts   properly  bearing   the   inspection   legend  as  misleading.     FSIS  will 
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not  approve  labeling  material    submitted  for   its   review  that  is  believed  to  be 
misleading,  and  it  may  direct  that  use  of  labeling  be  withheld  unless  modified 
as  prescribed  so  that  it  will   not  be  false  or  misleading   (21  U.S.C.  457(d)  and 
607(e)).     The  FMIA  and  PPIA  also  prohibit  various  actions   involving  misbranding 
and  transactions   in  misbranded  articles   (21   U.S.C.   458(a)  and  610),   and  they 
provide  detainer  and  seizure  authority  as  to  misbranded  articles  (21  U.S.C. 
467a,   467b,   672,   and  673). 

I  recommend  that  the  State  of  California  carefully  consider  the  preemptive 
effects  of  Federal   law  before  taking  any   further  action  to  implement  Section 
25249  as   regards  meat  and  meat  food  products  or  poultry  products.      In  addition 
to  the  Federal   statutes  involved,  particularly  the  FMIA  and  the  PPIA,    I  note 
that  this  issue  has  been  addressed  by  the  Federal   courts   in  such  cases  as  Jones 
v.   Rath  Packing  Co.,   430  U.S.   519.  97  S.Ct.   1305,   51   L.Ed. 2d  604  (1977);   AmmaT 
legal    Defense  Fund  "v.   Proviml    Veal    Corp..   626  F.Supp.   278   (O.Hass.    1986), 
aff'd,~8~02  K?d  440  (1986);   and  Grocery" "Mfrs.   of  America,    Inc.   v.   Gerace,    581- 
F3upp.   558  (S.O.N.Y.   1984),   755  F.2d  W3  (2d  Cir.   1985),   106  S.Ct.  M.  88 
L.Ed. 2d  29   ( 1985). 

Thank  you   for  your  consideration  of  this  nutter. 
Sincerely, 


/s/  Richard  E.   Lyng 
Secretary 
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Horn  Q.2  -  Please  provide  curricula  vitae  for  the  three  USDA  witnesses  that  appeared 
before  the  Subcommittees:  Mr.  Richard  Rominger,  Deputy  Secretary;  Mr.  Terry 
Medley,  Acting  Administrator,  FSIS;  and  Mr.  John  Golden,  Associate  General  Counsel 
for  Regulatory  and  Marketing. 

See  attached  material. 
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Biography 


RICHARD  E.  ROMINGER 
Deputy  Secretary  of  Agriculture 


Richard  E.  Rominger  was  nominated  for  the  post  of  deputy  secretary  of  agriculture  by  President 
Clinton,  and  was  swom  in  on  May  12,  1993. 

As  deputy  secretary,  Rominger  assists  Secretary  Mike  Espy  in  supervising  the  activities  of  the 
U.S.  Department  of  Agriculture,  one  of  the  largest  and  most  diverse  departments  in  federal 
government.  USDA's  mission  includes  management  of  traditional  farm  programs,  domestic  food 
assistance,  research  and  education,  agricultural  marketing,  international  trade,  meat  and  poultry 
inspection,  forestry  and  rural  development. 

Rominger  is  a  family  farmer  who  worked  with  his  brother,  sons  and  nephews  to  raise  alfalfa. 
beans,  corn,  rice,  safflower,  sunflowers,  tomatoes,  wheat  and  other  crops  in  California.  He 
served  in  government  as  director  of  the  California  Department  of  Food  and  Agriculture  from 
1977  to  1982.  During  that  period,  he  served  terms  as  president  of  the  Western  Association  of 
State  Departments  of  Agriculture  and  the  Western  U.S.  Agricultural  Trade  Association.  He  also 
was  on  the  board  of  directors  for  the  National  Association  of  State  Departments  of  Agriculture 

Rominger  was  on  the  board  of  directors  of  American  Farmland  Trust  from  1986  to  1993.  He 
is  active  in  a  number  of  professional  agricultural  organizations  concerned  with  soil  and  water 
policy,  education,  research  and  development  and  marketing. 

He  was  selected  Agriculturalist  of  the  Year  at  the  California  State  Fair  in  1992,  and  throughout 
his  career  he  has  received  numerous  other  awards  including  the  Distinguished  Service  Award 
by  the  California  Farm  Bureau  Federation  in  1991. 

Bom  in  Woodland,  Calif.,  Rominger  received  a  Bachelor  of  Science  Degree  in  plant  science 
from  the  University  of  California  at  Davis.  He  is  married  to  the  former  Evelyne  Rowe.  The> 
have  four  children.  Rick,  Charlie,  Ruth  and  Bruce. 
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TERRY  L.  MEDLEY,  J.D. 

As  of  February  28,  1994,  Mr.  Medley  was  detailed  to  the  Food  Safety  and 
Inspection  Service  (FSIS)  as  the  Interim  Acting  Administrator .   Since 
February  5,  1993,  Mr.  Medley  has  served  as  the  Acting  Associate  Administrator 
of  APHIS.   In  addition,  he  Is  the  Director  of  the  Biotechnology,  Biologies, 
and  Environmental  Protection  (BBEP)  unit.   As  Director  of  the  BBEP  unit, 
Mr.  Medley  oversees  and  directs  the  activities  of  the  National  Monitoring  and 
Residue  Analysis  Laboratory;  Biotechnology  Coordination  and  Technical 
Assistance;  Veterinary  Biologies;  Veterinary  Biologies  Field  Office; 
Biotechnology  Permits;  Environmental  Analysis  and  Documentation;  and  the 
Technology  Support  Staff.   These  staffs  are  responsible  for  coordinating 
biotechnology  regulatory  activities  within  USDA  and  acting  as  liaison  between 
USDA  and  other  Federal  Agencies  on  matters  pertaining  to  biotechnology 
regulation;  Issuing  permits  for  genetically  engineered  organisms;  regulating 
and  licensing  veterinary  biological  products;  providing  internal  policies  and 
procedures  for  pesticide  registration;  conducting  chemical  analysis  for 
pesticide  residues;  and  ensuring  that  APHIS  programs  comply  with  the 
applicable  environmental  laws.   Previously,  he  served  as  the  Director  for  the 
Biotechnology  and  Environmental  Coordination  Staff  of  APHIS.   He  was  born  In 
Union,  South  Carolina,  on  September  12,  1951.   Mr.  Medley  graduated  cum  laude 
from  Amherst  College  In  1974.   He  earned  a  Doctor  of  Jurisprudence  degree  from 
the  University  of  Virginia  School  of  Law  in  1977  and  was  elected  to  the  Raven 
Society  for  his  scholastic  achievement  and  service  to  the  community. 
Mr.  Medley  Is  a  member  of  the  Virginia  Bar  Association. 

Upon  graduation  from  law  school,  he  began  his  Federal  career  as  an  attorney 
for  the  Regulation  Division  of  USDA's  Office  of  the  General  Counsel,  providing 
legal  services  to  APHIS  and  the  Food  Safety  and  Inspection  Service  (FSIS).   In 
1982,  he  was  promoted  to  Senior  Attorney  and  advisor  for  APHIS'  Plant 
Protection  and  Quarantine  prograas.   As  part  of  the  coordinated  Federal  effort 
to  regulate  biotechnology,  he  assisted  in  the  drafting  of  the  Federal 
"Coordinated  Framework  for  Regulation  of  Biotechnology."  He  was  an  author  of 
the  USDA  regulations  for  genetically  engineered  organisms  that  may  be  plant 
pests.   He  is  a  member  of  the  Federal  Biotechnology  Research  Subcommittee, 
Chair  of  the  USDA  Biotechnology  Council,  APHIS'  liaison  to  the  Agricultural 
Biotechnology  Research  Advisory  Committee,  and  served  as  a  member  of  the 
National  Keystone  Advisory  Board  for  Biotechnology.   He  currently  represents 
APHIS  at  the  Organization  for  Economic  Cooperation  and  Development  meetings  of 
the  Joint  Working  Party  for  Environment  and  Agriculture  and  national  experts 
on  safety  In  biotechnology.   He  Is  Chairman  of  the  Biotechnology  ad  hoc 
Committee  of  the  North  American  Plant  Protection  Organization,  member  of  the 
Biotechnology  Advisory  Commission  of  the  Stockholm  Environment  Institute,  and 
Agency  Environmental  Compliance  Coordinator. 

He  is  a  frequent  speaker-participant  at  biotechnology  and  environmental 
conferences  in  the  United  States  and  abroad  and  his  papers  have  been  published 
in  numerous  proceedings.   He  has  received  the  USDA's  Award  for  Superior 
Service  from  the  Secretary  of  Agriculture  for  Outstanding  Leadership  in  the 
Development  and  Implementation  of  Biotechnology  Regulatory  Policy  on  Behalf  of 
APHIS  and  USDA;  the  USDA's  Federal  Women  Interagency  Boards'  Achievement  Award 
for  Outstanding  Contributions  to  the  Federal  Women's  Program,  and  the  USDA 
Office  of  Advocacy  and  Enterprise  Partnership  Award.   Mr.  Medley  currently 
resides  In  Arlington,  Virginia,  with  his  wife  Gerre  and  their  two  children. 
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Business  Address  Home  Address 

U.S.  Department  of  Agriculture  2221  Observatory  Place,  N.W. 

Office  of  the  General  Counsel  Washington,  D.C.  20007 

Room  2044-S,  Washington,  DC  20250  (202)  965-3636 
(202)  720-3155 

Education 

Cornell  University,  Ithaca,  New  York 

M.A.  and  Ph.D.  in  English  Language  and  Literature,  1970. 

The  Cornell  Law  School,  Ithaca,  New  York 
J.D.  in  International  Legal  Studies,  1966. 

Seton  Hall  University,  South  Orange,  New  Jersey 
A.B.  in  Classical  Languages,  magna  cum  laude.  1963. 

Experience 

Associate  General  Counsel,  U.S.  Department  of  Agriculture, 
1983-present. 

Member,  Administrative  Conference  of  the  United  States, 
1983-present. 
Chairman,  ACUS  Committee  on  Regulation,  1989-present. 

Civil  Aeronautics  Board:  various  positions  including 

Executive  Assistant  to  Chairman,  and  Director,  Bureau  of 
Compliance  and  Consumer  Protection,  1974-83. 

Private  legal  practice,  Jersey  City,  New  Jersey,  1972-74. 

Assistant  Professor  of  English,  Purdue  University,  1970-72. 

Achievements 

Member  of  the  New  Jersey  Bar  (1966)  and  the  D.C.  Bar  (1976) 

Phi  Beta  Kappa 

Senior  Executive  Service,  1979-present. 

Presidential  Rank  Award  -  Meritorious  Executive,  1990. 
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Edolphus  Town*.  New  York  ONE  HUNDRED  THIRD  CONGRESS  Steven  Schiff.  New  Mexico 

„e2rnL™,  cifo™-  Congress  of  the  United  States  Jo„„r«nremb" 

So^Tm1  p^n™  House  °f  Representatives  **  p—  °h'° 

Craig  A.  Washington,  Texas  Human  Resources  and  Intergovernmental  Relations  Bernard  Sanders,  Vermont 

°  Independent 

Subcommittee 

of  the  Majority  (202)  225-2548 

Committee  on  Government  Operations  FAX  |202}  225-2382 
B-372  Rayburn  House  OfTice  Building 

Washington,  DC  20515  Minority  (202)  225-2738 

August  3,  1994 

The  Honorable  Richard  Lyng 
829  Brady  Ave. 
Modesto,  CA  95354 

Dear  Mr.  Lyng: 

In  the  exercise  of  oversight  responsibilities  pursuant  to  Rules  X  and  XI  of  the 
House  of  Representatives,  the  Subcommittees  on  Human  Resources  and 
Intergovernmental  Relations  and  Information,  Justice,  Transportation,  and  Agriculture  of 
the  House  Committee  on  Government  Operations  jointly  conducted  a  hearing  on  June 
16,  1994,  on  the  U.S.  Department  of  Agriculture's  (USDA)  regulation  and  labeling  of 
poultry  products.  The  subcommittees  focused  on  the  basis  and  process  for  the  Food 
Safety  Inspection  Services'  (FSIS)  Policy  Memos  022B  and  022C  issued  on  July  11,  1988 
and  January  11,  1989,  respectively  (see  attached). 

At  that  hearing,  Mr.  Richard  Rominger,  Deputy  Secretary,  and  other  USDA 
officials,  testified  that  they  could  not  answer  questions  about  the  development  and 
issuance  of  Policy  Memos  022B  and  022C  because  those  memos  were  developed  and 
issued  during  your  tenure  as  Secretary  of  the  Department  of  Agriculture. 

At  Rep.  Horn's  suggestion,  we  are  writing  to  you  in  an  attempt  to  determine  the 
basis  and  process  for  FSIS's  policy  memos  concerning  the  labeling  of  "fresh"  poultry. 
Therefore,  we  would  appreciate  receiving  your  written  responses  to  the  attached 
questions  on  or  before  August  24,  1994. 

Thank  you  in  advance  for  your  cooperation.   Please  contact  Bill  Layden  of  the 
subcommittee  staff  at  (202)  225-2548  if  you  have  any  questions. 

Sincerely, 


£39      ; 

Edolphds  Towns 
Chairman 

Subcommittee  on  Human  Resources 
and  Intergovernmental  Relations 


Attachments 

cc:       The  Honorable  Steven  Schiff 
(Ranking  Minority  Member) 
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ATTACHMENT  I  ATTACHMENT  I 

QUESTIONS  FOR  RICHARD  LYNG.  FORMER  SECRETARY  OF  AGRICULTURE 

1.  USDA/FSIS  Policy  Memo  022B,  dated  July  11,  1988,  provided,  in  part,  The  word 
'fresh'  may  not  be  used  in  conjunction  with  the  product  name  of:   3.  Any  poultry, 
poultry  part,  or  any  edible  portion  thereof  that  has  been  frozen  or  previously 
frozen  to  26  degrees  Fahrenheit  or  below  (at  its  center  or  core  location)." 

-  What  was  your  involvement  in  the  development  and  issuance  of  this  policy 
memo?   Did  you  concur  on  the  revision? 

-  According  to  a  signed  declaration  by  Dr.  Lester  Crawford,  former 
Administrator,  FSIS,  dated  February  24,  1994,  in  1988  Perdue  Farms,  Inc., 
requested  FSIS  to  investigate  the  labeling  of  poultry  as  fresh.  In  an 
interview  with  subcommittee  staff,  Dr.  Crawford  stated  that  in  a  meeting 
with  Frank  Perdue  of  Perdue  Farms,  Inc.  and  Dr.  Gillis  of  your  staff,  Mr. 
Perdue  asked  FSIS  to  review  its  policy  for  labeling  "fresh"  poultry.   Dr. 
Crawford  also  stated  that  he  and  you  met  briefly  with  Mr.  Perdue  on  the 
same  issue.  At  the  June  16,  1994  hearing,  Dr.  Crawford  testified  under 
oath  that  it  was  he  and  not  you  that  decided  to  revise  Policy  Memo  022A. 

Did  you  personally  meet  with  Frank  Perdue  or  any  other  member  or 
representative  of  the  poultry  industry  regarding  the  need  to  revise  Policy 
Memo  022A  and/or  on  the  development  and  issuance  of  Policy  Memo 
022B?   If  yes,  with  whom  did  you  meet  and  when? 

-  Did  you  meet  with  any  consumer  groups,  state  representatives,  members  of 
the  Congress,  or  officials  from  the  White  House  regarding  the  need  to 
revise  Policy  Memo  022A  and/or  on  the  development  and  issuance  of 
Policy  Memo  022B?  If  yes,  with  whom  did  you  meet  and  when? 

Did  you  instruct  Dr.  Crawford  or  any  other  member  of  your  staff  to  revise 
Policy  Memo  022A?  If  yes,  what  were  your  instructions  and  to  whom  did 
you  give  them? 

-  What  was  the  basis  for  establishing  26  degrees  Fahrenheit  as  the  threshold 
for  "fresh"  labeling? 

2.  On  January  11,  1989,  USDA/FSIS  issued  Policy  Memo  022C  that  superseded 
Policy  Memo  022B  and  stated,  in  part,  "The  word  'fresh'  may  not  be  used  in 
conjunction  with  the  product  name  of:  3.  Any  poultry,  poultry  part,  or  any  edible 
portion  thereof  that  has  been  frozen  or  previously  frozen  at  or  below  zero  degrees 
Fahrenheit" 

-  What  was  your  involvement  in  the  development  and  issuance  of  this  policy 
memo?   Did  you  concur  on  the  revision? 
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Who  was  responsible  for  issuing  Policy  Memo  022C? 

-  What  was  the  basis  for  revising  Policy  Memo  022B? 

3.  According  to  Dr.  Crawford's  declaration,  "After  the  issuance  of  Policy  Memo 
022B,  representatives  of  the  poultry  industry  approached  the  Secretary  of 
Agriculture  Richard  Lyng  and  me.   Secretary  Lyng  and  I  had  two  meetings  with 
certain  members  of  the  National  Broiler  Council  (NBC),  including  Holly  Farms 
and  Marshall  Durbin,  who  differed  with  the  conclusions  stated  in  Policy  Memo 
022B."  Dr.  Kenneth  May,  representing  the  National  Broiler  Council,  testified  at 
the  June  16,  1994  hearing  that  he  recalled  participating  in  at  least  one  meeting 
with  you  on  the  need  to  revise  Policy  Memo  022B.   Furthermore,  according  to  a 
letter  from  Donald  W.  Mabe,  President/CEO,  Perdue  Farms,  Inc.,  Mr.  Mabe  met 
with  you  and  Dr.  Crawford  on  October  19,  1988  on  the  "fresh"  vs.  "frozen"  labeling 
of  poultry  and  poultry  products. 

Following  the  issuance  of  Policy  Memo  022B  on  July  11,  1989,  did  you 
personally  meet  with  Dr.  Kenneth  May,  Mr.  Donald  W.  Mabe,  Mr.  Don 
Tyson  or  any  other  member  or  representative  of  the  poultry  industry  on  the 
policy  memo?  If  yes,  with  whom  did  you  meet,  when,  where  and  what  was 
discussed  on  each  occasion? 

Following  the  issuance  of  Policy  Memo  022B  on  July  11,  1989,  did  you 
meet  with  any  consumer  groups,  state  representatives,  members  of  the 
Congress,  or  officials  from  the  White  House  on  the  policy  memo?  If  yes, 
with  whom  did  you  meet,  when,  where  and  what  was  discussed  on  each 
occasion? 

4.  According  to  a  declaration  by  Dr.  Lester  Crawford,  former  administrator,  FSIS, 
"Secretary  Lyng  instructed  me  to  meet  with  members  of  the  NBC  [National 
Broiler  Council]  to  resolve  the  issue.  Secretary  Lyng  told  me  to  work  with  the 
NBC  members  and  to  develop  an  acceptable  accommodation." 

-  Specifically,  what  did  you  instruct  Dr.  Crawford  to  do? 

-  What  did  you  mean  by  "an  acceptable  accommodation?" 

5.  According  to  a  January  9,  1991,  letter  from  Ashland  demons,  Director,  Standards 
and  Labeling  Division,  FSIS,  to  Ms.  Rosemary  Mucklow,  Western  States  Meat 
Association,  "Since  Policy  Memo  022B  would  have  dramatically  changed 
traditional  and  longstanding  practices  of  the  poultry  industry  and  since  opposing 
views  were  so  passionately  expressed,  the  issue  upon  appeal  reached  the 
Secretary's  office.  There  it  is  was  decided  that  the  marketplace  was  best  suited  to 
decide  if  any  further  changes  were  necessary." 
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According  to  documents  obtained  by  the  subcommittees  from  USDA  you  had 
instructed  your  staff  to  prepare  a  reply  for  your  signature  to  a  November  22,  1988 
letter  from  Donald  W.  Mabe,  President/CEO,  Perdue  Farms,  Inc.,  that  asked  you 
to  implement  Policy  Memo  022B  without  considering  any  changes  for  a  six-month 
trial  period.   Drafts  of  the  reply  letter  up  until  December  8,  1988,  appeared  to 
respond  in  a  manner  supporting  Policy  Memo  022B.  Then,  on  December  21, 
1988,  Ronald  J.  Prucha,  Associate  Administrator,  FSIS,  sent  a  reply  letter  to 
Donald  W.  Mabe  on  your  behalf.  That  letter  announced  that  Policy  Memo  022B 
would  be  revised  and  expressed  the  position  that  ultimately  became  Policy  Memo 
022C. 

Did  you  personally  direct  the  position  expressed  in  Policy  Memo  022C?   If 
yes,  why? 

What  happened  between  December  8,  1988  and  December  21,  1988  that 
caused  you  to  change  the  Department's  policy? 

Who  specifically  was  involved  in  the  decision  to  revise  Policy  Memo  022B 
and  issue  Policy  Memo  022C? 

6.  According  to  Dr.  Crawford's  declaration,  "The  change  from  26  to  zero  degrees 
Fahrenheit  was  made  as  a  political  compromise." 

Do  you  agree  with  Dr.  Crawford's  statement?   If  not,  why? 

-         Did  USDA  revise  its  policy  on  the  labeling  of  "fresh"  poultry  only  as  a 
result  of  pressure  from  certain  segments  of  the  poultry  industry?   Please 
explain. 

7.  Was  Policy  Memo  022B  ever  implemented  or  enforced?   If  not,  why  not? 

8.  In  your  view,  is  Policy  Memo  022C  a  sound  policy?   If  yes,  why? 

9.  Have  you  been  involved,  in  any  way,  on  the  issue  of  labeling  "fresh"  poultry  since 
your  departure  from  USDA?  If  yes,  please  explain. 

10.  During  your  tenure  as  Secretary  of  Agriculture  did  you  ever  accept  any  free 
meals,  transportation  (e.g.,  air  travel),  lodging,  entertainment  (e.g.,  tickets  to 
sporting  events),  or  other  gifts  even  of  nominal  value  from  any  member, 
representative  or  agent  of  the  meat  and  poultry  industry?   If  yes,  what  did  you 
accept,  when,  and  from  whom?   During  any  of  these  occasions  did  you  discuss  the 
issue  of  labeling  "fresh"  poultry  with  members  of  the  poultry  industry? 
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Use  of  the  Tern  "Fresh"  on  Meat  and  Poultry  Products 


ISSUE:  Under  what  conditions  may  the  term  "fresh"  be  used  on  approved  labeling 
of  neat  and  poultry  products? 

POLICY:  This  policy  neao  supersedes  Policy  Memo  022A.  The  word  "fresh"  aaj 
not  be  used  In  conjunction  with  the  product  name  of: 

1.  Any  cured  product,  e.g.,  corned  beef,  smoked  cured  turkey,  and 
prosciutto.  j 

2.  Any  canned,  hermetically  sealed  shelf  stable,  dried,  or  chemically! j 
preserved  product. 

3.  Any  poultry,  poultry  part,  or  any  edible  portion  thereof  that  has 
been  frozen  or  previously  frozen  to  2$  degrees  Fahrenheit  or  below  (at  its  i 
center  or  core  location). 

! 
Generally,  tradeaarks,  coapany  names,  fanciful  names,  etc.,  containing  the  word 
"fresh*  are  acceptable,  even  on  products  produced  In  a  manner  described  in  1, 
2,  or  3  above,  provided  the  term  1s  used  1*  such  a  manner  that  it  remains  clear 
to  the  purchaser  that  the  product  1s  not  fresh. 

Further  processed  meat  and  poultry  products,  such  as  nuggets,  dinners,  etc., 
sold  In  the  refrigerated  state,  may  be  labeled  as  "fresh"  even  when  made  from 
components  processed  In  a  manner  described  in  1.  2.  or  3  above. 

Labeling  not  In  compliance  with  the  provisions  of  this  policy  memo  should  be! 
modified  as  soon  as  possible,  but  no  later  than  6  months  from  the  date  of  this 


thar 


RATIONALE:     This  policy  memo  is  Issued  for  the  purpose  of  defining  and  f urth . 
clarifying  the  use  of  the  term  "fresh*  on  approved  labeling  of  meat  »n4  poultry 
products.     Historically,  from  a  regulatory  point  of  view,  the  term  "fresh"  Us 
been  used  to  describe  red  meats  that  have  not  been  cured  and  raw  poultry 
carcasses  and  parts  that  have  not  been  previously  frozen.    Other  uses  of  the 
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term  have  newer  been  clearly  defined.     This  policy  memo  is  an  attempt  to  merge 
the  traditional   definition  of  "fresh"  with  new  consumer  perceptions  that  have 
developed  because  of  the  emergence  of  new  products  and  the  Innovative 
technologies  designed  to  produce  and  market  these  products. 

In  an  effort  to  standardize  the  requirements  for  red  meat  and  poultry  products, 
we  will  no  longer  allow  poultry  products  which  are  cured  to  Include  the  ter 
"fresh"  In  conjunction  with  the  product  name.    The  regulations  (9  CFR  317.3  (b) 
(6))  presently  do  not  allow  cured  red  meat  products  to  be  labeled  as  "fresh," 
and  we  do  not  believe  that  there  1s  a  valid  reason  to  differentiate  cured  red 
meats  from  cured  poultry  products.     The  absence  of  a  similar  provision  In  the 
poultry  regulations  Is  apparently  due  to  the  fact  that  such  poultry  products 
were  not  available  at  the  time  the  regulations  were  written. 

Products  which  are  canned,  hermetically  sealed  and  shelf  stable,  dried,  or 
chemically  preserved,  cannot  be  labeled  to  include  "fresh"  1n  conjunction  w)Uh 
the  product  name  since  such  a  use  would  be  inappropriate  and  misleading. 

"fresh"  will  continue  to  be  restricted  from  use  In  conjunction  with  the  product 
name  on  frozen  or  previously  frozen  unprocessed  poultry.     Unlike  red  meat 
products,  the  term  "fresh"  on  poultry,  poultry  parts,  and  other  edible 
portions,  has  acquired  marketing  significance  and  offers  a  meaningful 
distinction  to  purchasers  between  frozen  and  never  frozen  products. 

"Fresh"  may  be  used  on  processed  products  containing  Ingredients-  that  couldlnot 
be  labeled  "fresh"  since  the  term  has  acquired  acceptance  when  used  to  identify 
products  sold  in  the  refrigerated  state.     An  example  would  be  a  pepperoni  pizza 
or  ham  salad  sold  In  the  refrigerated  section  of  a  market.    Other  products  that 
fall  Into  this  category  are  those  in  hermetically  sealed  packages,  e.g.,  vacuum 
packed  neat,  which  are  designed  to  assure  freshness  but  are  not  shelf  stable 
and  are  sold  In  the  refrigerated  state.    We  also  recognize  that,  in  many 
Instances,  the  word  "fresh"  could  be  incorporated  Into  the  firm  name  or  brand 
name  and  used  on  cured,  preserved,  and  frozen  or  previously  frozen  poultry  I 
products  where  1t  would  be  highly  unlikely  that  the  consumer  would  be  led  to 
believe  that  he  or  she  was  purchasing  a  fresh  product. 
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Policy  Hems  0Z2C 


lemons.  Acting  Director 
Standards  and  labeling  Division 
Technical   Services 

Use  of  the  Tern  'Fresh'  on  Heat  and  Poultry  Products 

ISSUE:    Under  what  conditions  nay  the  term  'fresh*  be  used  on  approved 
labeling  of  meat  and  poultry  products? 


POLICY:     This  policy  mean  supersedes  Policy  Mens  022B.     The  word  "fresh*  nay 
not  be  used  in  conjunction  with  the  product  name  of: 

1.  Any  cured  product,  e.g.,  corned  beef,  smoked  cured  turkey,  and 
prosciutto. 

2.  Any  canned,  hermetically  sealed  shelf  stable,  dried,  or  chemically 
preserved  product. 

3.  Any  poultry,  poultry  part,  or  any  edible  portion  thereof  that  his  been 
frozen  or  previously  frozen  at  or  below  zero  degrees  Fahrenheit. 

Generally,  trademarks,  company  names,  fanciful  names,  etc.,  containing  the 
word  "fresh"  are  acceptable,  even  on  products  produced  In  a  manner  described 
in  1.  2,  or  3  above,  provided  the  term  is  used  in  such  a  manner  that  it 
remains  clear  to  the  purchaser  that  the  product  is  not  fresh. 

Further  processed  meat  and  poultry  products,  such  as  nuggets,  dinners,  etc.. 
sold  in  the  refrigerated  state,  may  be  labeled  as  'fresh*  even  when  oade- 
from  components  processed  In  a  manner  described  In  1,  2,  or  3  above. 

Since  there  are  ne  anticipated  labeling  changes  necessary  as  a  result  of  the 
modifications  made  in  this  policy  memo,  the  January  11,  1989,  date  set  in 
Policy  Memo  0223  for  compliance  with  these  provisions  is  still  in  effect. 


RATIONALE:    This  policy  memo  Is  Issued  for  the  purpose  of  defining  and 
furtner  clarifying  the  use  of  the  term  'fresh*  on  approved  labeling  of  mat 
and  poultry  products.     Historically,  from  a  regulatory  point  of  view,  the- 
ter»  "fresh"  has  been  used  to  describe  red  mats  that  have  not  been  cured 
and  raw  poultry  carcasses  and  parts  that  have  not  been  previously  frozen. 


warm 
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8ranch  Chiefs.  SLO  -2-  Policy  Hew  022C 

Other  uses  of  the  tern  have  never  been  clearly  defined.     This  policy  neno  is 
an  attempt  to  merge  the  traditional  definition  of  'fresh'  with  new  consumer 
perceptions  that  have  developed  because  of  the  emergence  of  new  products  and 

the  Innovative  technologies  designed  *.=  produce  and  market  these  products. 

In  an  effort  to  standardise  the  requirements  for  red  neat  and  poultry 
products,  we  will  no  longer  allow  poultry  products  which  »rt  cured  to 
Include  the  ten*  'fresh*  in  conjunction  with  the  product  naae.     The 
regulations  (9  CFR  317.8(b)(6))  presently  do  not  allow  cured  red  neat 
products  to  be  labeled  as  "fresh,*  and  we  do  not  believe  that  there  is  a 
valid  reason  to  differentiate  cured  red  meats  fron  cured  poultry  products. 
The  absence  of  a  similar  provision  in  the  poultry  regulations  is  apparently 
due  to  the  fact  that  such  poultry  products  were  not  available  at  the  tine 
the  regulations  were  written. 

Products  which  are  canned,  hermetically  sealed  and  shelf  stable,  dried,  or 
chemically  preserved  cannot  be  labeled  to  Include  'fresh*  in  conjunction 
with  the  product  name  since  such  a  use  would  be  inappropriate  and 
misleading. 

Policy  Nemo  0228  is  being  revised  to  reflect  the  deletion  of  the  provision  that 
established  26  degrees  Fahrenheit  (or  less)  as  the  threshold  temperature  at 
which  unprocessed  poultry  products  could  not  be  labeled  as  'fresh.*    The  Agency 
has  now  decided,  after  much  deliberation  on  this  issue,  not  to  limit  the 
use  of  the  term  'fresh*  on  unprocessed  poultry  products  based  on  an  Internal 
temperature  with  the  exception  as  defined  by  the  current  regulations.  I.e.. 
product  is  above  zero  degrees  and  below  40  degrees  Fahrenheit,  and  has  not  been 
previously  frozen  at  or  below  zero  degrees  Fahrenheit.     This  decision  is 
predicated  on  the  belief  that  it  Is  not  practical  under  existing  marketing 
|  strategies  and  distribution  patterns,  to  define  'fresh*  in  terms  of  internal 
temperature  beyond  the  scope  of  the  current  regulations,  nor  Is  1t  practical  to 
define  consumer  expectations  for  poultry  products  labeled  as  'fresh.*    The 
consumer  is  the  best  judge  of  preference  In  chilling  temperatures  for 
unprocessed  poultry  products  labeled  as  "fresh,*  and  therefore  the  marketplace 
is  best  suited  for  making  this  type  of  decision. 

'Fresh*  may  be  used  on  processed  products  containing  ingredients  that  could 
not  be  labeled  "fresh"  since  the  tern  has  acquired  acceptance  when  used  to 
Identify  products  sold  In  the  refrigerated  state.    An  example  would  be  a 
pepperonl  pizza  or  has  salad  sold  in  the  refrigerated  section  of  a  market. 
Other  products  that  fall  Into  this  category  are  those  in  sealed  packages  or 
containers,  (e.g.,  vacuum  packed  meat  and  the  newer  themoformed  oxygen 
barrier  multilayer  films),  which  are  designed  to  assure  freshness  but  are 
not  shelf  stable  and  are  sold  In  the  refrigerated  state.    Mt  also  recognize 
that,  1n  many  instances,  the  word  'fresh*  could  be  Incorporated  Into  the 
firm  name  or  brand  name  end  used  on  cured,  preserved,  and  frozen  or 
previously  frozen  poultry  products  wnere  it  would  be  highly  unlikely 
that  the  consumer  would  be  led  to  believe  that  he  or  she  was  purchasing  a 
fresh  product. 
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RICHARD  E.  LYNG 

829  BRADY  AVE. 

MODESTO,  CALIFORNIA 

95354 


August  19,  1994 

Hon.  Adolphus  Towns 

Chairman,  Subcommittee  on  Human  Resoures 
B  372  Rayburn  House  Office  Building 
Washington  D.C.     20515 

Dear  Mr.  Chairman: 

This  letter  is  in  response  to  your  letter  to  me  of  Augus  3,  1994. 


Sincerely, 


<f2^j>3^v 


Enclosed;    6  pages    Questions  and  answers 
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All  AC  I IMENT  1  ATIACIIMHN  J- 1 

QULSIIONS  FOR  KICHAKI)  LVNCi.  IQRMHR  SHCRKTARY  OF  AOR1CUI/I URF 

J.         USDA/1  SIS  Policy  Memo  022B,  dated  July  11,  1988,  provided,  in  pari,  "The  word 
'fresh'  may  not  be  used  in  conjunction  with  the  product  name  of:  1  Any  poultry, 
poultry  part,  or  any  edible  portion  thereof  that  has  been  frozen  or  previously 
frozen  to  26  degrees  Fahrenheit  or  below  (at  its  center  or  core  location)." 

What  was  your  involvement  in  the  development  and  issuance  of  this  policy 
memo?   Did  you  concur  on  the  revision? 

a*    lf*«     tvwoi     FA*    Po£^  'Wlo-.i—    "-"^      t***--.''?«       $    '"«-' 

tf-^L*  r     I   ill     £^        PPJS*         GV«     ^^^       <^.,  a       (JU-A; 


According  to  a  signed  declaration  by  Dr.  I  ester  Crawford,  former 
Administrator,  FSIS,  dated  February  24,  1994,  in  1988  Perdue  Farms,  Inc., 
requested  FSIS  to  investigate  the  labeling  of  poultry  as  fresh.   In  an 
interview  with  subcommittee  staff,  Dr.  <  rawford  stated  that  in  a  meeting 
with  Frank  Perdue  of  Perdue  Farm.-,  h  •     ■  ■  d  Dr.  Gillis  of  your  staff,  Mr. 
Perdue  asked  FSIS  to  review  its  po'i  ' .'  :  ling  "fresh"  poultry.   Dr. 

Crawford  also  stated  that  he  and  y     ■     ■       .  tly  with  Mr.  Perdue  on  the 
same  issue.   At  the  June  16,  1994  1.  ,,..  Crawford  testified  under 

oath  that  it  was  he  and  not  you  that  < ,       J  to  revise  Policy  M. 

Did  you  personally  meet  with  Frank  Perdue  or  any  other  member  or 
representative  of  the  poultry  industry  regarding  the  need  to  revise  Policy 
Memo  022A  and/or  on  the  development  and  issuance  of  Policy  Memo 
022B?   If  yes,  with  whom  did  you  meet  and  when? 


&*a<sL.J-+J  .        i2    U^.     J)  cL'J     \--'*  l^^<     llv.u_. 
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Did  you  meet  with  any  consumer  groups,  state  representatives,  members  of 
the  Congress,  or  officials  from  the  White  House  regarding  the  need  to 
revise  Policy  Memo  022A  and/or  on  the  development  and  issuance  of 
Policy  Memo  022B?   If  yes,  will)  whom  did  you  meet  and  when? 

Did  you  instruct  Dr.  Crawford  or  any  other  member  of  your  staff  to  revise 
y^'2vetem?2A?  H  ^  What  ™*  >our  -truction/and  to  Z^S 


What  was  the  basis  for  establishing  26  degrees  Fahrenheit  as  the  threshold 
for  "fresh"  labeling? 

FSIS    s*#    a^H  t**J-  ^^   ^'^  K"^ 


V^J 


i ,    ig<Q  1 1SDA/FSIS  issued  Policy  Memo  022C  that  superseded 
^KS=5.  P-S  ^  at  or  be,ow  ,ero  degrees 

'  ahrU'wl  was  your  mvolvement  in  the  development  and  issuance  of  this  po.icy 
memo?   Did  you  concur  on  the  revision? 
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ATTACHMENT  I  A1TACHMKNT I 

Who  was  responsible  for  issuing  Policy  Memo  022C? 
What  was  the  basis  for  revising  Policy  Memo  022B? 


According  to  Dr.  Crawford's  declaration,  "Alter  the  issuance  of  Policy  Memo 
022B,  representatives  of  the  poultry  industry  approached  the  Secretary  of 
Agriculture  Richard  Lyng  and  me.  Secretary  Lyng  and  I  had  two  meetings  with 
certain  members  of  the  National  Broiler  Council  (NBC),  including  Holly  Farms 
and  Marshall  Durbin,  who  differed  with  the  conclusions  stated  in  Policy  Memo 
022B."   Dr.  Kenneth  May,  representing  the  National  Broiler  Council,  testified  at 
the  June  16,  1994  hearing  that  he  recalled  participating  in  at  least  one  meeting 
with  you  on  the  need  to  revise  Policy  Memo  022B.   Furthermore,  according  to  a 
letter  from  Donald  W.  Mabe,  President/CFO,  Perdue  Farms,  Inc.,  Mr.  Mabe  met 
with  you  and  Dr.  Crawford  on  October  19,  1988  on  the  "fresh"  vs.  "frozen"  labeling 
of  poultry  and  poultry  products. 

Following  the  issuance  of  Policy  Memo  022B  on  July  1 !,  1989,  did  you 
personally  meet  with  Dr.  Kenneth  May,  Mr.  Donald  W.  Mabe,  Mr.  Don 
Tyson  or  any  other  member  or  representative  of  the  poultry  industry  on  the 
policy  memo?   If  yes,  with  whom  did  you  meet,  when,  where  and  what  was 
discussed  on  each  occasion? 


J)l>     iii 


*     "  r  i-  n  d;f     nl  1 1  i  (     i1     "    '  " T   ^ 


fl^cJlA-.  *>   QiU»  n,  Mil 

Following  the  issuance  of  Policy  Memo  022B  on  July  1 1,  1989  did  vou 
meet  wtth  any  consumer  groups,  state  representatives,  n  embers  of  T 
Congress,  or  officials  from  the  Mute  House  on  the  policy  memo/  SL 
2*5"  d'd  y°U  ^^  When'  WhCre  and  What  ^Sedo°n  eacyhCS 
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if 


What  happened  between  December  8,  1988  and  December  21,  1988  lhat 
caused  you  to  change  the  Department's  policy? 


Who  specifically  was  involved  in  (he  decision  to  revise  Policy  Me.no  0>2ll 
and  issue  Policy  Memo  022C?  7 

6.         According  to  Dr.  Crawford's  declaration,  "The  change  from  26  to  zero  degrees 
Fahrenheit  was  made  as  a  political  compromise." 

Do  you  agree  with  Dr.  Crawford's  statement?   If  not,  why? 

•Ahvo    tt'C«.;f    •fo-c-f**   pj2fi<j   c*-^6^  &-  r^tw^, 

Did  USDA  revise  its  policy  on  the  labeling  of  "fresh"  poultry  only  us  a 
result  of  pressure  from  certain  segments  of  the  poultry  industry?  Please 
explain. 


Was  Policy  Memo  02213  ever  implemented  or  enforced?   If  not,  why  not'; 
In  your  view,  is  Policy  Memo  022C  a  sound  policy?   If  yes,  why? 


9.         Have  you  been  involved,  in  any  way,  on  the  issue  of  labeling  "fresh"  poultry  since 
your  departure  from  USDA?   If  yes,  please  explain. 


NO 
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4.        According  to  a  declaration  by  L    Lester  CrawfW,!  f^™        ■    •• 
NBC  „e^„  L  ,0  „„„„,,  ^^pX^lS/'" 


.liOll." 


Specifically,  what  did  you  instruct  Dr.  Crawford  to  do? 


VVJuit  did  you  mean  by  "an  acceptable  accommodation?" 

According  to  a  January  9,  1991,  letter  from  Ashland  demons,  Director,  Standards 
and  Labeling  Division,  FSIS,  to  Ms.  Rosemary  Mucklow,  Western  States  Meat 
Association,  "Since  Policy  Memo  022B  would  have  dramatically  changed 
traditional  and  longstanding  practices  of  the  poultry  industry  and  sir.ee  opposing 
views  were  so  passionately  expressed,  the  issue  upon  appeal  reached  the 
Secretary's  office.   There  it  is  was  decided  that  the  marketplace  was  best  suited  to 
decide  if  any  further  changes  were  necessary." 


ATTACHMENT  !  ATTACHMENT  I 

According  to  documents  obtained  by  the  subcommittees  from  USDA,  you  hati 
instructed  your  staff  to  prepare  a  reply  for  your  signature  to  a  November  21. 
letter  from  Donald  W.  Mabe,  President/CLO,  Perdue  Farms,  Inc.,  that  askc 
to  implement  Policy  Memo  022B  without  considering  any  changes  for  a  six-n  m  ' 
trial  period.   Drafts  of  the  reply  letter  up  until  December  8,  1988,  appeared 
respond  in  a  manner  supporting  Policy  Memo  022B.  Then,  on  December  21, 
1988,  Ronald  J.  Prucha,  Associate  Administrator,  FSIS,  sent  a  reply  lettc.  to 
Donald  W.  Mabe  on  your  behalf.  That  letter  announced  that  Policy  Memo  022!'. 
would  be  revised  and  expressed  the  position  that  ultimately  became  Policy  Me 
022C. 

Did  you  personally  direct  the  position  expressed  in  Policy  Memo  022C?   If 
yes,  why? 
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10.       Dining  your  tenure  as  Secretary  of  Agriculture  did  you  ever  accept  any  free 
meals,  transportation  (e.g.,  air  travel),  lodging,  entertainment  (e.g.,  tickets  to 
sporting  events),  or  other  gifts  even  of  nominal  value  from  any  member, 
representative  or  agent  of  the  meat  and  poultry  industry?   If  yes,  what  did  you 
accept,  when,  and  from  whom?    During  any  of  these  occasions  did  you  discuss  the 
issue  of  labeling  "fresh"  poultry  with  members  of  the  poultry  industry? 


Uo 
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MEMORANDUM 

TO:  Members  of  the  Subcommittee  on  Human  Resources  and 

Intergovernmental  Relations 

FROM:    Edolphus  Towns,  Chairman 

RE:  Hearing:   "Reinventing  the  Federal  Food  Safety  System:   Chemical  Residues 

and  Contaminants  in  Food,"   Wednesday,  September  28,  1994,  at  9:45  a.m., 
2247  RHOB 

I.         INTRODUCTION 

As  you  know,  the  Subcommittee  has  been  reviewing  the  Federal  government's 
food  safety  programs  in  light  of  the  Vice  President's  recommendation  to  consolidate  such 
programs  within  the  Food  and  Drug  Administration  (FDA).  The  Subcommittee's  initial 
hearings  on  the  U.S.  Department  of  Agriculture's  (USDA)  meat  and  poultry  inspection 
program  last  November  4  and  19  revealed  dangerous  flaws  in  USDA's  programs  and  an 
inherent  conflict  of  interest  in  USDA's  mission  (see  my  memoranda  of  Nov.  1  and  Nov. 
16).  The  subcommittee's  hearing  on  FDA's  food  safety  programs  on  May  25  revealed 
that  FDA  suffers  from  its  own  problems:   inadequate  resources  and  enforcement 
authority.  The  subcommittee's  hearing  on  June  16  regarding  the  safety  and  labeling  of 
"fresh"  poultry  revealed  additional  problems  with  USDA's  programs. 

Our  previous  hearings  have  also  focused  mostly  on  microbial  contamination  of 
food  because  food  safety  experts  believe  that  to  be  the  primary  risk  to  consumers.  This 
hearing  is  focused  on  chemical  residues  and  contaminants  in  food  which  the  public 
continues  to  be  very  concerned  about. 


II. 


BACKGROUND 


A  variety  of  chemical  compounds  have  helped  to  improve  both  the  quantity  and 
quality  of  the  Nation's  food  supply.   At  the  same  time,  concerns  remain  about  the  human 
health  implications  of  chemical  compounds  in  food.   Chemical  residues  in  food  may 
result  from  the  intentional  use  of  pesticides,  animal  drugs,  and  food  additives  in  or  on 
food,  such  as  crops  and  livestock.   Environmental  contaminants  (e.g.,  lead  and  mercury) 
in  food  may  result  from  unintentional  exposure  of  food  sources  to  naturally  occurring  or 
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industrial  pollutants. 

Multiple  Federal  agencies  are  responsible  for  reviewing  and  approving  the 
intentional  use  of  chemicals  in  food,  establishing  acceptable  limits  of  chemical 
compounds  in  food,  and  monitoring  and  enforcing  these  limits. 

-  Pesticides:   The  Environmental  Protection  Agency  (EPA)  registers  (licenses) 
specific  uses  of  individual  pesticide  products  and  sets  tolerances  (legal  limits) 
on  the  amount  of  residues  that  may  remain  in/on  food.   USDA  monitors  meat 
and  poultry  products  and  FDA  monitors  all  other  food  for  excess  residues  (e.g., 
residue  exceeds  tolerance  or  no  tolerance  exists).   FDA  is  responsible  for 
taking  enforcement  action  if  excess  residues  are  found. 

-  Animal  drugs:   FDA  reviews  and  approves  animal  drugs  and  substances  added 
to  animal  feed  and  sets  tolerances  on  the  amount  of  residues  that  may  remain 
in  food  and  feed.   FDA  and  the  states  monitor  the  milk  supply  for  drug 
residues  and  USDA  monitors  meat  and  poultry  tissue.   FDA  is  responsible  for 
taking  enforcement  action  if  excess  residues  are  found. 

-  Environmental  contaminants:   Because  these  substances  are  not  intentionally 
added  to  food,  no  pre-market  approval  is  required.   USDA  monitors  meat  and 
poultry  and  FDA  monitors  all  other  food.   FDA  is  responsible  for  establishing 
safety  limits  for  these  compounds  in  food. 

III.  RELEVANT  LAWS 

Federal  Insecticide,  Fungicide,  and  Rodenticide  Act,  as  amended 

Federal  Food,  Drug,  and  Cosmetic  Act,  as  amended  (FFDCA)  (21  U.S.C.  301  £1  seq.) 

Federal  Meat  Inspection  Act,  as  amended 

Poultry  Products  Inspection  Act,  as  amended 

Egg  Products  Inspection  Act 

(Other  relevant  laws  include,  the  Public  Health  Service  Act,  Pesticide  Monitoring 

Improvement  Act  of  1988,  Safe  Drinking  Water  Act,  Federal  Anti-Tampering  Act,  and 

Federal  Import  Milk  Act) 

IV.  PURPOSE  OF  THE  HEARING 

The  purpose  of  this  hearing  is  to  continue  to  review  Federal  food  safety  programs 
in  light  of  the  Vice  President's  recommendations  to  consolidate  all  Federal  food  safety 
programs  within  FDA  The  hearing  will  focus  on  Federal  efforts  to  ensure  the  safety  of 
the  Nation's  food  supply  from  unsafe  and/or  illegal  chemical  residues  and  contaminants. 

We  will  be  releasing  two  reports  by  the  U.S.  General  Accounting  Office  (GAO) 
prepared  at  the  subcommittee's  request: 
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-  Food  Safety:   USDA's  Role  Under  the  National  Residue  Program  Should  be 
.  Reevaluated  (GAO/RCED-94-158),  and 

_  Food  Safety:   Changes  Needed  to  Minimize  Unsafe  Chemicals  in  Food 
(GAO/RCED-94-192) 

Both  of  these  reports  are  in  draft  form  and  should  not,  under  any  circumstance, 
be  released  to  anyone  outside  of  the  subcommittee. 


V.  WITNESSES 

The  subcommittee  expects  the  following  witnesses  to  present  testimony: 

Panel  I 
John  Harman,  Director,  Food  and  Agriculture  Issues,  RCED/GAO 

Panel  II 
Mike  Taylor,  Administrator,  Food  Safety  Inspection  Service,  USDA 

Panel  III 

Dr.  Fred  Shank,  Director,  Center  for  Food  Safety  and  Applied  Nutrition,  FDA 

Dr.  Steven  Sundlof,  Director,  Center  for  Veterinary  Medicine,  FDA 

Dr.  Lynn  Goldman,  Assistant  Administrator  for  Prevention,  Pesticides  and  Toxics, 

EPA 
Mike  Taylor,  Administrator,  Food  Safety  Inspection  Service,  USDA  (to  participate 

in  Q&A  only  on  this  panel) 

VI.  MAJOR  ISSUES 

The  two  GAO  reports  lay  out  the  issues  very  well.  The  GAO  report  on  USDA's 
residue  program  raises  some  real  concerns  about  the  weaknesses  in  USDA's  programs  to 
ensure  the  safety  of  Imported  meat  and  poultry  and  methodological  flaws  in  USDA's 
program.  The  second  GAO  report  identifies  five  structural  weaknesses  in  the  Federal 
government's  programs  to  monitor  chemicals  in  food: 

-  fragmented  Federal  agency  responsibilities, 

-  inconsistent  legal  and  regulatory  infrastructure, 

-  resource-intensive  and  inefficient  compliance  monitoring  system, 

-  inadequate  enforcement  system,  and 

-  vulnerable  import  inspection  programs. 
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GAO's  reports  document  that  the  Federal  government's  current  approach  for 
monitoring  chemical  residues  and  contaminants-end-product  testing-cannot  ensure  food 
safety.   GAO  recommends,  among  other  things,  that  the  Congress  revise  the  nature  of 
the  Federal  government's  role  for  ensuring  food  safety  by  moving  it  away  from  end- 
product  testing  to  preventing  contamination  from  occurring.   GAO  believes  that  the 
Hazard  Analysis  Critical  Control  Point  (HACCP)  (see  my  earlier  memos)  approach 
could  be  used  to  achieve  this  fundamental  change  in  the  way  the  Federal  government 
oversees  the  safety  of  the  Nation's  food  supply. 

The  scope  of  this  hearing  is  very  broad  and  one  could  touch  upon  many,  many 
program  details  and  flaws  that  have  already  received  widespread  publicity  and  interest. 
Ultimately,  however,  the  hearing  is  designed  to  examine  how  the  Federal  government 
can  move  to  a  more  modern,  cost-effective  approach  to  ensure  food  safety.  The 
witnesses  that  will  be  testifying  have  each  inherited  programs  with  known  flaws.   We 
need  to  hear  from  them  how  the  Administration  is  planning  to  move  to  this  new 
approach  and  what  assistance  the  Congress  can  provide  to  facilitate  and  expedite  this 
paradigm  shift. 
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A  Bowlful  of  Lessons 

How  a  Pesticide  Got  Into  Cheerios 


1»i\m 


By  Sharon  Walsh 


*~ 


£ 
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Milboos  of  children  and  adults 
ate  their  Cheerios  over  the  past 
several  months  with  bananas  or 
blueberries,  sugar  or  honey, 
whole  or  slam  milk,  and  an  unex- 
pected, added  ingredient— an  il- 
legal pesticide. 

The  Food  and  Drug  Adminis- 
tration and  the  Environmental 
Protection  Agency  have  deter- 
mined that  the  chemical,  chloro- 
pyrifos-ethyl,  which  had  been 
sprayed  on  oats  used  to  make  16 
popular  General  Mills  Inc.  cere- 
als, did  not  pose  a  public  health 
risk.  The  chemical  is  approved 
for  and  widely  used  on  other  food 
products,  such  as  apples,  ba- 
nanas, beans  and  wheat  in  the 
fields.  But  approval  has  not  been 
sought  for  its  use  on  stored 
grains. 

This  Cheerios  story  shows 
how  popular  food  products  that 
have  been  adulterated  can  es- 
cape detection  and  reach  millions 
of  consumers.  General  Mills  said 
110  million  boxes  of  its  cereals 
made  with  the  illegally  sprayed 
oats  were  sold  because  of  a  tear 
in  the  food  safety  net  that  wor- 
ries government  officials  respon- 
sible for  protecting  the  food  sup- 
ply. 

Even  if  the  pesticide  had  been 
deadly,  instead  of  illegal  but  safe, 
it  probably  would  not  have  been 
caught  before  it  appeared  on 
grocers'  shelves,  according  to 
food  safety  experts. 

It's  one  of  the  nightmares  1 
have,"  said  L.  Robert  Lake,  di- 
rector of  policy  and  planning  for 
the  Center  for  Food  Safety  and 
Applied  Nutrition  at  FDA.  "It 
could  easily  have  been  a  more  tox- 
ic chemical' 

Equally  troubling  is  the  question 
of  how  the  actions  of  one  man 
went  undetected  by  General  Mills. 
a  food  ndustry  giant  with  sales  last 
year  of  $8.52  billion  and  a  good  repu- 
tation for  safety.  The  company,  which 
spent  $258  million  last  year  on  quality 
control,  did  not  test  for  pesticide  resi- 
dues m  its  cereal  because  "we  have 
never  had  a  pioblem  with  pnririrtr 
residue,*  said  spokesman  Austin  SuTb- 


i  Y.  George  Roggy,  a  subcontractor 
of  General  Mills,  was  charged  last 
week  in  Minnesota  with  knowingly 
mousing  the  pesticide,  called  Dursban 
commercially.  Dursban  was  cheaper 
than  i  similar  one  approved  for  use  on 
oats,  and  Roggy  allegedly  saved 
$85319  by  using  it  for  about  a  year 
and  billing  General  MiDs  for  the  more 
expensve,  legal  chenncaL 

Prosecutors  as  Minnesota  said  their 
investigation  is  continuing  and  General 
MiDs  ts  cooperating. 

The  bur  responsfhuity  [for  food 
safety]  is  reaDy  with  the  industry  . . . 
with  the  growers  and  apnbcators  and 
food  companies,"  and  Lake.  "One  of 
the  things  bothersome  to  us  about  the 
General  MHb  incident  ■  it  went  on  for 
an  —*—*'*  period  of  time  and  they 
didn't  know.  It  means  they  didn't  have 
a  good  system  for  checking  oats.* 

Said  General  MiDs  Vice  Chairman 
Joe  R  Lee  "We  make  great  efforts  to 
make  our  products  nutritious,  safe  and 
wholesome.  In  this  case,  it  didn't 
work. . . .  Fortunately,  it  had  no  safety 

FDA's  monitoring  of  the  food  supply 
for  iDegal  pesticides  is.  at  best,  ran- 
dom, said  Lake  and  others.  In  fact,  it 
was  nothing  short  of  a  miracle  that  the 
Dursban  was  found  in  the  General 
MiDs  oat  supply  at  aO. 

This  account  of  how  the  pesticide 
was  discovered  and  decisions  made 
about  bow  to  respond  was  compiled 
from  interviews  with  more  than  a  das- 
en  officials  of  the  FDA,  EPA  and  the 
office  of  the  Minnesota  Agriculture 


The  FDA  is  responsible  for  moni- 
toring the  food  supply  for  pesticide 
residues  and  acts  as  regulator.  The 
EPA  registers  pesticides  and  deter- 
mines what  they  can  be  used  for. 

General  Mils  provided  some  infor- 
mation, although  the  company  refused 
to  let  a  reporter  visit  its  cereal-making 

fyifttw*  m  Minneapolis  and  AffftnHJ  to 

make  its  food  safety  experts  available. 
On  May  11  and  12,  FDA  field 
agents  from  the  Kansas  City  district 
collected  routine  samples  of  oats  from 
grain  elevators  in  Des  Moines.  Nearly 
a  month  went  by  while  the  samples 
were  analyzed  by  the  FDA  regional  lab 
in  Dallas,  the  findings  communicated 
U>  the  Kansas  City,  Kan.,  office,  and 
the  source  of  the  Des  Moines  oats 
traced  to  General  MiDs,  known  in  its 
home  town  of  Minneapolis  as  "Big  G." 


Dursban.  widely  used  in  a  host  of 
products,  «^t"*"g  flea  powders  for 
dogs  and  cats  and  mdoor  pest  sprays 
for  spaders,  ticks  and  termites,  is  not 
approved  for  use  on  any  stored  grains. 

When  further  tests  uaifuurri  that 
General  MiDs'  oats  had  been  sprayed 
with  the  pesticide,  alarm  beDs  started 
going  off.  The  company  was  notified 
by  fax  and  telephone  of  the  FDA's 
finding  on  Friday,  June  10. 

"We  were  surprised.*  said  SuDivan. 
"Our  reaction  was  that  we  don't  use 
that  chenncai.* 

The  company  immediately  stopped 
using  oats  and  oat  Qour  and  cut  off  dis- 
tribution of  aD  its  oat  products.  T  on- 
cologists began  testing  the  company's 
oats.  By  Saturday  morning,  affinals  of 
the  company  said,  they  were  95  per- 
cent certain  there  were  no  health  dan- 
gers to  the  public  from  the  pesticide 
residue. 

On  Sunday,  June  12.  three  General 
MiDs  officials,  ■~-t"*"g  the  company's 
director  of  security,  interviewed  Rog- 
gy, who  admitted  be  had  used  Dursban 
for  about  13  months  instead  of  its  ap- 
proved r*~™"-*i  cousin,  chlaropynf os- 
methyl  (known  commerbaDy  as  Rel- 
dan),  because  be  had  financial  difficul- 
ties and  Dursban  was  cheaper. 

Asked  what  land  of  agreement  Rog- 
gy. head  of  Fumicon  Inc.  had  withjhe 
company,  Sullivan  replied  that  he 
didn't  think  there  was  a  written  con- 
tract "He  was  just  somebody  we  used 
from  time  to  time.*  be  said. 

Roggy,  licensed  by  Minnesota  to 
spray  p**""***"  worked  without  su- 
pervtsxn,  spraying  oats  as  they  came 
off  ships  into  General  Mills'  gram  stor- 
age elevators  in  Duhith,  Minn.,  and 
Superior,  Wis.  Not  aD  of  the  compa- 
ny's oats  were  sprayed— only  those 
that  were  going  into  long-term  storage 
in  anticipatian  of  the  days  when  the 
Great  Lakes  would  freeze  and  ships 
would  be  unable  to  deliver  their  cargo. 

Soil,  Roggy  managed  to  spray  Durs- 
ban on  16.8  miDion  bushels  of  oats, 
some  of  which  the  company  used  to 
make  160  miDion  boxes  of  breakfast 
cereals  such  as  Cheerios,  Lucky 
Charms,  Booberry  and  Tnx.  Most  of 
the  cereals  made  from  oats  sprayed 
with  Dursban  were  shipped  to  grocery 
stores  in  March.  By  the  time  the  com- 
pany found  out  about  the  iDegal  spray- 
ing, 110  miDion  boxes  were  on  the 
shelves  in  grocery  stores  and  consum- 
ers' homes. 

"NonnaDy,  when  there's  a  foul-up 
on  food  production,  it's  caught  much 
earlier  in  the  game,*  said  FDA's  Lake. 
"Usually  the  company  discovers  it  and 
initiates  a  recaD  on  its  own.  . . .  But 
the  magnitude  of  this  was  much  larger 
than  anything  else  we'd  seen. .  . .  Peo- 
ple had  already  fed  it  to  their  chil- 
dren." 
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—frilly* 

Chum  ire  often  one  of  the  first 
sobd  ioodi  eaten  by  d^dren, .  and  ire 
by  parents  ad  pecutrican 
i  they  are  easy  to  ivaDow  tad 
oot  heavily  sugared  bke  some  cereals. 

And  the  product  l*  ubiquitous.  Vir- 
Oiafly  every  federal  offiaal  who  talked 
•bout  the  esse  mentioned  that  tea  or 
her  children  eat  Cheerio*.  When  • 
group  of  parents  recently  filed  a  chva> 
action  suit  in  Gncago  agaast  General 
MiDs  for  fCMiaumer  fraud  because  of 
the  pesticide  use,  Judge  Dorothy  Kirie 
hjwuiird  recused  herself,  aaytng  she 
and  her  family  eat  Cbeerioa  all  the 
time  and  she  coukta't  be  iwhiMrri  in 
such  a  case. 

On  Monday,  June  13.  EPA  and  FDA 
/^*r^*^*  n  Washington  began  to  to* 
dress  the  question  of  whether  they  had 
a  public  health  emergency  on  their 


'Our  first  concern  was:  Do  we  Deed 
to  do  something  about  the  Cbeenos 
people  already  have?"  aid  Dr.  Lynn 
ntor  far 


prevention,  puriririra  and  toxic  sub- 
stances at  EPA.  "We  (han't  want  to 
raise  an  alarm  far  no  good  reason  and 
scare  people,  but  we  didn't  want  to  fail 
to  warn  them  other. 

Both  agencies  onmediatery  asked 
the  company  for  the  results  of  its 
tests.  How  much  of  the  pestade  res- 
due  was  present  in  the  cereal?  In  addi- 
tion, the  agencies'  scientists  did  char 
'own  tests,  buying  about  200  bases  of 
cereal  off  grocers'  shelves  around  the 
country. 

"Virtually  all  the  samples  but  one 
were  okay,"  said  Stephen  L  Johnson, 
the  EPA's  director  of  pesticide  regis- 
tration. "We  didn't  believe  there  would 
be  any  harmful  effects  to  people." 

Johnson  said  that  in  much,  much 
greater  levels  of  residue,  Dursban 
could  cause  headaches,  nausea,  vomit- 
ing, diarrhea  and  leas  of  balance. 

The  two  government  agencies  de- 
cided not  to  press  the  company  to  re- 
call the  cereai  "We  were  concerned 
that  a  recall  would  have  been  very  dis- 
turbing to  parents  who  had  already  fed 
their  children  Cbeerioa,"  said  Lake. 
"We  didn't  want  to  cause  a  puhtk  pan- 
ic.* 

On  Wednesday,  June  15,  after  three 
days  of  intense  meetings  and  consulta- 
tions between  the  government  and  the 
company,  FDA  alerted  news  organoa- 
tioas  that  the  oat  products  bad  been 
sprayed  with  ehkxopyrifo*  ethyl  but 
that  the  oats  "do  not  present  a  health 
hazard." 

The  company  notified  grocers, 
who  contmued  to  sell  the  products. 

The  company  had  stopped  produc- 
tion while  it  brought  in  a  new  supply 
of  oats,  but  once  it  resumed  making 
cereal  it  found  there  was  still  peso- 
ode  residue  m  its  equipment 


"We  shut  down  the  plants  and  lit- 
erally disassembled  the  -" '■'v—1 7 
to  get  it  out  of  every  000k  and  crao- 
ny ,"  said  Suffivan.  As  a  result,  many 
grocery  stores,  including  some  in 
the  Washington  area,  have  run  out  of 
ann  tni  v  antra. 

Bat  there  wis  inrtliei  QSMstksa 
General  MiDs  had  on  hand  an  addi- 
tional 50  million  boxes  of  cereal 
made  from  oats  that  had  been 
sprayed  with  Dursban.  It  ahjo  had 
about  15  munon  bushels  of  oats  re- 
maining that  had  been  sprayed.  The 
DaWpwy  had  dfrirtfd  that  it  would 
not  use  the  raw  oats  for  human  food. 
But  smce  regulators  had  found  no 
health  hazard  from  the  chemical, 
would  FDA  agree  to  let  the  company 
seD  the  50  million  boxes  of  cereal? 

"we  dkm  t  want  to  send  a  signal 
to  the  company  that  it's  okay  to  vio- 
late the  law  as  long  as  it  doesn't  hurt 
anybody,"  said  Lake.  In  addition, 
FDA  was  worried  that  foreign  coun- 
tries that  ship  grains  to  the  United 
States  would  expect  the  same  treat- 
ment as  General  MiDs. 

"So  we  had  to  say  no,"  he  said. 

The  company  was  told  it  could  ap- 
ply for  a  temporary  approval  of  the 
use  of  Dursban  on  oats  from  the 
EPA.  After  submitting  the  petition, 
however.  General  MiDs  found  that 
the  process  would  take  so  long  that 
even  if  it  was  approved,  "the  cereal 
would  have  been  out  of  date.  It 
would  have  been  stale,"  said  Sulli- 
van. 

Several  organizations  contacted 
the  government  about  the  possibility 
of  sending  the  cereal  to  help  feed 
Rwanda's  hungry  children.  The  idea 
was  determined  to  be  impractical: 
Cereal  is  low-density  nutrition,  ex- 
pensive to  ship.  In  addition,  "we 
would  not  have  wanted  to  pick  up 
the  paper  and  read:  'Poison  Cereal 
Dropped  on  Rwanda,'  said  Lake. 

The  idea  was  abandoned. 

General  MiDs  wiD  take  a  write-off 
against  earnings  of  as  much  as  W7.5 
mubon  because  of  the  Dursban  appli- 


cation, according  to  Sullivan.  The 
company  is  currently  disposing  of  50 
mflhrin  boxes  of  Cbeerioa  in  *— idfflii 
and  axmerators  under  the  watchful 
eye  of  the  Minnesota  office  of  the 
FDA.  It  is  working  with  the  EPA  on 
the  question  of  whether  the  15  mil- 
lion rwiahflf  of  sprayed  oats  it  suU 
has  can  be  used  as  ^m™i  feed.. 

The  company  has  levar  -  '  its 
safety  procedures  at  the  FDA's  re- 
quest. Among  the  changes:  Raw  oats 
are  now  regularly  tested  for  peso-  - 
odes;  General  MiDs  sriB  provide  con- 
tractors with  pesticides  and  nwnitor 
then  work;  it  wul  expand  its  lab  facil- 
ities and  add  a  new  grain  quality 
manager. 

Roggy,  who  has  pleaded  not  guilty 
to  criminal  charges,  faces  a  criminal 
trial  and  a  awtrnre  of  up  to  eight 
yean  in  prison  if  convicted.  In  addi- 
tion, Minnesota  has  caDed  for  a  hear- 
mg  to  review  Ins  Isrnsf  to  spray 
pesticides  and  may  bring  its  own 
cxBxunal  or  civil  charges. 

"There  is  one  thing  that  the  gov- 
ernment. General  Mills  and  Mr. 
Roggy  aD  agree  on,"  said  John  W. 
Uindquist.  Roggy's  attorney.  "The 
product  waa  completely  safe.  . . . 
The  problem  is  it  doesn't  appear  on 
the  government's  bst  of  approved 
pesticides.  The  dispute  is  over 
whether  that  justifies  the  prosecu- 
tion of  an  individual  and  the  dumping 
of  millions  of  bushels  of  oats." 

Meanwhile,  the  company  believes 
the  supply  of  cereal  made  from  oats 
sprayed  with  Dursban  is  virtuaDy  out 
of  the  pipeline,  though  some  rural 
stores  may  soil  have  some  on  ther 
sbetves. 

General  MiDs  has  "a  very  good 
[safety]  program,  one  of  the  best  in 
the  industry,"  said  Lee.  the  compa- 
ny's vice  chairman.  It  soli  didn't 
catch . . .  someone  who  wfflrnBy  Med 
about  what  be  was  using. ...  We 
have  great  comldance  that  now  we'd 
catch  if." 
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DEPARTMENT  OF  HEALTH  k  HUMAN  SERVICES  pubi,c  H,„th  $,„,„ 


Food  tnd  O'uq  Adminitir»l>en 
Aockvilll  MO  »857 


June  IS,  1994  FDA  Press  Office:  202-20S-4144 

pesticide:  misuse  detected 

The  unapproved  use  by  an  outside  contractor  of  a  pesticide, 
chlorpyrifos,  on  oats  used  by  General  Mills,  inc.,  was  detected 
during  routine  pesticide  surveillance  by  the  Food  and  Drug 
Administration  (FDA) .  Chlorpyrifos  is  approved  for  use  on  numerous 
other  foods.  A  nearly  identical  pesticide,  chlorpyrifos  methyl,  is 
approved  for  use  on  oats. 

-  A  preliminary  review  by  toxicologiats  from  the  FDA  and  the 
U.S.  Environmental  Protection  Agency  indicates  that  the  oat 
products  on  the  market  containing  chlorpyrifos  residues  do  not 
present  a  health  hazard.  The  agencies  will  continue  their 
investigation,  as  well  as  initiate  any  appropriate  actions. 

Under  the  pesticide  statutes,  EPA  reviews  the  safety  of 
pesticides  and  grants  registrations  for  their  use,  and  the  FDA 
enforces  the  tolerances  for  pesticide  residues  on  food  that  are  set 
as  part  of  the  EPA  registration  process. 
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July  7,    1994 


Desk  Statement  on  Chlorpyrifos 

(For  use  by  EPA  HQ  and  Regions  in  Responding  to  Public  Inquiries) 


On  June  13,  1994,  EPA  was  notified  by  the  Food  and  Drug  Administration 
that  it  found  residues  of  the  pesticide  chlorpyrifos  on  oat  products  from  General 
Mills,  Inc.  Chlorpyrifos  is  not  approved  for  use  on  oat  products.  General  Mills 
has  stated  that  these  residues  resulted  from  the  unapproved  use  of  chlorpyrifos  by 
an  outside  contractor.  A  chemically-similar  pesticide,  chlorpyrifos-methyl,  is 
approved  for  use  on  oat  products. 

In  response,  EPA  immediately  performed  an  evaluation  to  assess  the 
potential  dietary  risk  to  humans  from  consumption  of  the  oat  products  containing 
chlorpyrifos  residues.  The  information  available  to  EPA  at  that  time  indicated  that 
consumption  of  oat  products  containing  the  low  levels  of  chlorpyrifos  detected  did 
not  present  a  human  health  hazard. 

When  EPA  registers  pesticides  to  be  used  on  foods,  a  tolerance  (maximum 
amount  of  pesticide  residue)  must  be  established.  To  assure  that  the  tolerance- 
setting  procedures  are  protective  of  human  health,  EPA  requires  extensive 
information  about  the  anticipated  amount  of  pesticide  residues  found  on  food,  the 
toxic  effects  of  these  residues  and  estimates  of  the  types  and  amounts  of  foods  that 
make  up  our  diet.  Typically,  this  review  process  takes  several  months  and 
provides  an  opportunity  for  public  involvement. 

Although  General  Mills  initially  submitted  a  "time-limited  tolerance"  petition 
to  allow  the  distribution  and  sale  of  cereal  products  made  from  oats  that  were 
previously  treated  with  chlorpyrifos,  they  later  asked  EPA  to  place  a  hold  on  their 
petition.    Therefore,  EPA  is  not  evaluating  a  tolerance  petition  at  this  time. 


695 


United  States  Prevention,  Pesticides  July  7,  1994 
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Agency  .  I7506CI 


oERA  Questions  &  Answers 

Unapproved  Use  Of 
Chlorpyrifos  On  Oats 


The  Food  and  Drug  Administration  recently  found  low  levels  of  the  pesticide 
chlorpyrifos  on  oat  products  from  General  Mills,  Inc.    Chlorpyrifos  is  not  approved  for  use  on 
oat  products.    General  Mills  has  stated  that  these  residues  resulted  from  the  unapproved  use  of 
chlorpyrifos  by  an  outside  contractor.    A  chemically-similar  pesticide,  chlorpyrifos-methyl,  is 
approved  for  use  on  oat  products. 


What  are  chlorpyrifos  and  chlorpyrifos-methyl? 

Chlorpyrifos  is  a  broad-spectrum,  organophosphate  insecticide  used  on  a  wide  variety  of  food 
crops  as  a  pre-harvest  treatment  (while  actively  growing  in  the  field),  turf  and  ornamental  plants, 
indoor  and  structural  pest  control,  and  pet  products.    Chlorpyrifos  is  not,  however,  approved  for  use 
on  oats.    The  primary  manufacturers  are  Dow  Elanco  and  Makhteshim-Agan.    It  was  first  registered 
in  1965. 

Chlorpyrifos-methyl  is  chemically  similar  to  chlorpyrifos  and  is  also  used  as  an  insecticide. 
It  is  registered  only  for  use  on  stored  grains,  including  oats,  after  they  have  been  harvested. 


What  General  Mills  cereals  contain  oats  which  have  been  found  to  contain  chlorpyrifos 
residues? 

The  following  General  Mills  cereals  have  been  found  to  contain  low  levels  of  chlorpyrifos 
residues:    Cheerios,  Apple  Cinnamon  Cheerios,  Lucky  Charms,  Honey  Nut  Cheerios,  and  Multi 
Grain  Cheerios.   To  date,  residues  have  not  been  found  in  the  following  oat  products:    Oatmeal 
Raisin  Crisp,  Kix,  Basic  4,  Trix,  Reese's  Peanut  Butter  Puffs,  and  Berry  Berry  Kix.    Sampling  of 
oat  products  by  FDA  and  the  firm  will  continue. 


Is  it  safe  to  continue  to  eat  General  Mills  oat  cereals? 

The  information  available  to  FDA  and  EPA  indicates  that  consumption  of  oat  products 
containing  the  low  levels  of  chlorpyrifos  detected  does  not  present  a  health  hazard. 
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What  are  the  potential  health  effects  of  exposure  to  high  levels  of  chlorpyrifos? 

Short-term  exposure  to  high  levels  of  chlorpyrifos,  an  organophosphate,  may  affect  the 
nervous  system  by  inhibiting  the  activity  of  an  enzyme  called  cholinesterase.    These  effects  would 
be  expected  to  occur  only  at  levels  much  higher  than  those  that  have  been  detected  in  the  General 
Mills  oat  products. 

Cholinesterase  normally  breaks  down  acetylcholine  which  helps  transmit  signals  through  the 
nervous  system.  When  cholinesterase  is  inhibited,  an  excess  of  acetylcholine  builds  up  and  impairs 
the  proper  functioning  of  the  nervous  system.  Inhibition  resulting  from  exposure  to  chlorpyrifos  is 
slowly  reversible. 

Signs  and  symptoms  of  exposure  to  high  levels  of  chlorpyrifos  may  be  headache,  dizziness, 
loss  of  coordination,  muscle  twitching,  tremor,  nausea,  vomiting,  abdominal  cramps,  diarrhea  and 
general  weakness. 


How  was  this  contamination  first  detected  and  what  is  the  current  status  of  the  investigation? 

In  May  1994,  FDA  sampled  oats  at  two  Iowa  feed  distributors  and  reported  a  preliminary 
finding  of  chlorpyrifos  to  EPA's  Kansas  City  Office  on  May  25.    EPA  then  notified  the  State  of 
Iowa,  which  conducted  a  pesticide  use  investigation  at  the  distributors.    The  investigation  did  not 
reveal  chlorpyrifos  misuse  at  the  feed  distributors.    Consequently,  the  State  provided  FDA  with 
documentation  identifying  the  oat  supplier  as  General  Mills,  a  potential  source  of  pesticide 
contamination.    FDA's  follow-up  investigation  at  General  Mills  disclosed  that  the  source  of 
contamination  was  the  treatment  of  oats  at  the  grain  elevator. 

On  June  13,  1994,  FDA  notified  EPA  of  the  misapplication  of  chlorpyrifos  to  approximately 
21  million  bushels  of  stored  oats  at  General  Mills.    Of  these  21  million  bushels,  4  million  had  been 
processed  into  General  Mills  cereal  products  and  15  million  bushels  are  currently  being  held  by  the 
company.    Although  chlorpyrifos  has  been  registered  by  EPA  for  treatment  of  a  number  of 
agricultural  crops,  it  has  not  been  registered  for  use  on  oats.    The  oats  were  treated  by  a  commercial 
applicator  under  contract  to  General  Mills. 

EPA  is  cooperating  with  the  Minnesota  Department  of  Agriculture  in  its  investigation  to 
determine  the  extent  of  commodity  contamination  and  development  of  an  appropriate  corrective 
action  plan  and  enforcement  response. 

Pesticides  are  regulated  by  EPA  pursuant  to  the  Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act  (FIFRA).   The  Act  requires  that  registered  pesticides  be  used  in  accordance  with 
label  directions.    The  Act  further  provides  that  states  shall  have  primacy  for  investigating  and 
enforcing  violations  involving  pesticide  misuse. 
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Are  there  oat  products  other  than  those  sold  by  General  Mills  that  contain  chlorpryifos 
residues? 

At  this  point,  the  Agency  is  unaware  of  any  additional  oat  products  that  may  contain 
chlorpyrifos  residues.    However,  the  Agency,  in  cooperation  with  FDA  and  State  agencies,  will 
continue  its  investigation,  and  will  initiate  any  appropriate  actions. 


Why  are  pesticides  used  on  stored  grains,  including  oats? 

Pesticides  may  be  applied  to  grains  to  protect  them  during  storage  against  injury  from  many 
insects  including  grain  weevils,  moths,  borers,  beetles,  and  mealworms. 
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General  Mills  Breakfast  Cereals 
With  Pesticide  Were  Sold  for  Year 


Cantinwtd  From  Pag*  Bl 
General  Mills  to  other  companies  -  their 
Identities  couldn't  be  determined  -  that 
were  being  notified  of  the  problem. 

Meanwhile,  federal  and  suit  authori- 
ties art  looking  into  the  activities  of  Y. 
George  Roggy.  who  they  said  operates 
Fumicon  from  his  suburban  Minneapolis 
home.  "We  are  investigating  whether  we 
should  be  revoking  or  suspending  his  11* 
eertse,"  said  Minnesota  Assistant  Agricul- 
ture Commissioner  Bill  Oemlchen.  Re* 
peated  attempt*  to  contact  Mr.  Boggy 
yesterday  were  unsuccessful. 

An  affidavit  filed  by  an  FDA  special 
agent  seeking  a  search  warrant  quoted 
General  Mills  officials  who  said  Mr.  Roggy 
told  them  on  June  12  that  he  had  knowingly 
substituted  a  pesticide  "not  approved  by 
the  FDA  for  use  on  oats.  This  substituted 
pesticide  Is  Durtbaa.  Mr.  Roggy  has  ad- 
mitted that  he  knew  that  Dun  ban  was  not 
approved  for  use  on  oats,  but  that  he  chose 
to  use  it  because  it  was  cheaper  than 
Reldan  4E«"  the  affidavit  says.  Dursbao  U 
the  commercial  name  for  chiorpyrUos- 
ethyl. 

The  U.S.  attorney's  office  in  Minneapo- 
lis said  it  executed  search  warrants  on  Mr. 
Roggy's  home  and  on  a  semftractcr- 
trailer  used  to  store  pesticides.  The  office 
noted  that  Mr.  Roggy  hadn't  been  charged 
either  by  complaint  or  indictment. 

Initially,  General  Mills  filed  a  request 
with  the  EPA  for  an  expedited  waiver  of 
the.  prohibition  on  chlorpyrtfof-etby!  on 
oats.  That  request.  If  approved,  would 
allow  the  company  to  sell  the  six  million 
cases  of  cereal  containing  the  pesticide 
that  are  now  warehoused.  But  one  day 
after  that  request,  the  company  asked  the 
EPA  to  hold  up  any  action  while  U  consid- 
ered Its  options.  Asked  yeiterdiy  what 


those  might  Include,  the  company  spokes- 
man declined  to  elaborate. 

"We  are  pursing  ail  avenues  for  a 
timely  resolution  of  the  regulatory  prob- 
lem, he  said.  "We  don't  know  yet  whether 
die  solution  will  come  from  the  EPA,  the 
FDA  or  both —  Everything  we're  doing  la 
with  the  objective  of  getting  the  quickest 
possible  resolution  of  this  matter." 

Should  Genera]  Mills  seek  to  export  the 
cereal  to  a  country  with  no  restriction  on 
ehSorpvrifoi -ethyl  -  and  there  la  no  indica- 
tion that  It  will  do  so-both  the  EPA  and  the 
FDA  said  they  would  want  to  notify  the 
importing  country  of  the  situation. 

Last  week.  In  announcing  fiscal  1994 
earnings,  General  Mills  said  It  would  prob- 
ably have  to  restate  those  figures  after  It 
determines  the  significance  of  any  charge 
the  cereal  episode  might  coat. 

While  it  awaits  word  from  the  company, 
the  EPA  Is  planning  to  undertake  what  one 
official  termed  "a  risk  assessment,  Includ- 
ing evaluating  toxicity  and  exposure  Infor- 
mation, and  the  potential  dietary  risk  to 
the  general  U.S.  population"  to  determine 
whether  releasing  the  cereal  for  sale  out- 
weighs any  potential  health  risks. 

FDA  officials  said  they  are  concerned 
that,  should  the  government  grant  a 
waiver  in  this  case  and  allow  the  cereal  to 
be  sold,  U  might  send  the  wrong  signal 
to  other  food  manufacturers  here  and 
abroad.  "That's  not  something  we  want  to 
send,"  said  the  FDA's  Mr.  Lake. 

"Companies  that  manufacture  food 
products  are  obligated  to  make  sure  that 
their  finished  products  are  in  compliance 
with  (hose  laws  enacted  to  protect  the 
public,"  be  said.  "Apparently  this  went  on 
for  U  months  and  the  company  did  not 
know  il  . . .  That's  very  disturbing.  Thia 
could  have  been  a  more  serious  pesti- 
cide." w 
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GENERAL  MILLS  RESUMES  FULL  PRODUCTION  OP  OAT  CEREALS; 
ANNOUNCES  OiARCB  TO  FISCAL  1994  EARNINGS 


MINNEAPOLIS,  MINN.-  General  Mills  announced  today  that  it  will  not  ship  the  oat- 
oootalmng  packaged  fcods  products  which  it  has  had  on  voluntary  hold  ernes  mid-June,  Tie 
Company  alto  staled  thst  it  has  resumed  full  production  of  weae  products  from  newly  secured 
taw  materials  to  fail  compliance  with  PDA  end  EPA  regulation!. 

All  ooiti  associated  with  this  deciiion  will  be  reflected  in  the  result*  of  fiscal  1 994.  At  present, 
Ganaral  Mills  estimates  these  ootti  could  range  from  40  cents  per  share  to  SS  cents  per  share. 
The  company  has  reported  preliminary  earnings  for  fiscal  1994  of  53.50  per  share  befora  any 
charge  for  unusual  Items.  In  fiscal  1993  General  Mills  earned  JS.lOper  share  Including  unusual 
Items. 

The  company  had  voluntarily  suspended  production  and  shipments  of  same  oat-containing 
products  in  mid- June  when  it  leaned  that  an  independent  licensed  oo&tMctor  had  improperly 
treated  some  of  the  company's  raw  oat  supplies  with  chlorpyrifos-sthyl  as  a  substitute  for  the 
chemically  limflsr  cblorpyrifos-methyl,  which  ia  registered  by  the  EPA  for  use  on  cats. 
Chlerpyrifos-ethyl  Is  wgislered  fbl  use  on  wheat,  oca,  many  fruitt,  vegetables,  and  animal  feeds, 
but  is  not  registered  for  use  on  oats.  The  eontraotor  deliberately  concealed  the  substitution  from 
theoompuy, 

The  FDA  and  BPA  have  stated  that  the  products  made  from  the  toproperly-trontod  oats  pose  no 
health  hazard.  However,  the  substitution  resulted  in  a  regulatory  violation  because  chlarpyrifoi- 
ethyl  had  not  been  registered  with  the  BPA  for  use  on  cuts. 

The  company  hu  been  working  with  the  PDA  and  EPA  to  resolve  the  issue  of  the  held  stocks  of 
finished  product  and  raw  oats,  Establishment  of  a  time-limited  tolerance  necessary  to  bring 
finished  product  into  regulatory  compliance  now  appears  to  be  al  least  a  six-week  process.  The 
company  agrees  that  the  process  is  appropriate,  and  listed  that  the  BPA  and.  PDA  jxavo beeaas . . 
cooperative  as  possible. 


-MORE 
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However,  much  of  the  product  In  quefdon  would  be  paitthe  "chip  by"  detee  mandated  by  the 
ocnp*ny'»  etrlct  quality  euadardi  An1  ft-ethneu  by  w  ad  of  th»  iix-wwk  proceea,  Therefexe, 
tha  company  haa  avoided  10  discontinue  sflbrti  to  releaja  hold  itocki,  end  nene  of  the  affected 
gnlehod  o«-produot»  inventory  produced  before  mid-June  will  be  shipped.  In  announcing  ite 
deoiiloo  the  oampany  iiid  it  had  determined  that  the  FDA  would  not  penult  ihlpmest  of  the  held 
product  without  HP  A  action  on  a  time-United  tolerance.  Work  oonnauee  oa  aa  application  to  the 
EPA  on  as  Interim  tolerance  ft*  rtw  can  tot  animal  feed  where  time  li  not  Juch  a  critical  ftotor. 

The  company  ettimated  thai  moit  etotee  would  have  adequate  tupalief  of  product  In  the  week  of 
July  1  lth  u  onjtoma  savice  approaches  nonnal  lovsU.  Ow  of  rtockocaitione  estimated  at 
about  3QH  were  experienced  In  lone  stores  during  the  leat  week  In  June  tad  the  flat  week  ia 
July.  Ai  eervioe  waj  Srjterrupted  until  production  was  reoitaxed,  June  ihipaenti  were  below 
target. 
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Note  to  Correspondents 


FOR  RELEASE:   THURSDAY,  JULY  28,  1994 


A  13-count  criminal  indictment  against  a  pesticide  applicator 
has  been  returned  by  a  federal  grand  jury  in  Minneapolis, 

Minnesota. 

The  attached  press  release  details  the  indictment  which 
resulted  from  an  investigation  conducted  by  EPA's  Criminal  ! 
Investigation  Division  and  special  agents  from  the  U.S.  Food  and  . 
Drug  Administration  and  the  U.S.  Department  of  Agriculture. 

For  further  information,  contact!  Wendy  Butler  at  202-260-4376.  , 
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John  Kasper,  Director 
Press  Services  Division 
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Lnrud  States  Attorney 

District  of  Minnesota  NEW§ 


j 


Contact:    Kjrsn  A.  Jambor.  Mid  1  Ccordirtarer    :5U:  M4SU 

David  L   Lilltrtaufl.  umttd  Saras  ARomoy  [SI  2)  MS'  SCO 

FOR  IMMEDIATE  RELEASE 
Thursday.  July  2S.  199* 


MINNEAPOLIS,  MINNESOTA  -  United  Sates  Attorney  David  1_ 

LiHehaug  today  announced  that  an  Fdina  businessman  was  charged  by  a  federal  grand 

jury  with  knowingly  spraying  an  unapproved  pesticide  on  almost  17  miuian  bushels  of         | 

•  I 

oats  used  by  General  Mills  in  the  production  of  apprcoumatejy  160  million  boxes  of  some 

i 
of  the  nation's  best  known  breakfast  cereals,  including  Cheerios  and  Lucky  Charms. 

Y.  George  Roggy,  45,  of  Edrna,  was  indicted  on  eleven  counts  of  mail 

fraud,  one  count  of  adulterating  food  and  one  count  of  misusing  pesticides.   The 

indictment,  returned  July  27  by  a  federal  grand  jury  te  Minneapolis-  was  sealed  pending      | 

Roggy's  arrest. 

:       ...  I 

For  over  a  year,  Roggy's  Edina-bascd  company,  Fumicon,  was  under 

contract  with  General  Mills  to  apply  an  approved  pesticide  called  Reldan  cm  oats  stored     i 

by  General  Mills  at  grain  elevators  in  the  port  of  Duluth/Superior.  The  grand  jury 

charged  that  Roggy  knowingly  substituted  Dursban,  a  pesticide  not  approved  for  stored 

oats,  for  Reldan.  The  tactictment  alleges  that  Roggy  substituted  Dursban  because  it  was 

more  than  50%  cheaper  than  Reldan. 

According  to  the  indictment,  Roggy  submitted  invoices  totaling  5166,120  to 

General  Mills  that  falsely  represented  that  he  bad  used  the  approved  pesticide  Reldan. 

He  allegedly  saved  SS5.319  by  his  conduct. 

(MORE) 


704 

Ve^j  Release  -  Roggy  -  Page  2 

i 

i 
i 

i  i 

U.S.  Attorney  David  L.  Lillehaug  commented,  The  federal  regulatory    . 
agencies  have  informed  us  that,  luckily,  the  pesticide  substitution  did  not  create  a  human  ' 
health  hazard.   Regardless,  this  indictment  essentially  alleges  that  one  man,  to  line  his 
own  pockets,  took  it  upon  himself  to  decide  that  millions  of  adults  and  children  should 
unknowingly  ingest  an  unapproved  pesticide  as  they  ate  their  breakfast  Cheerio*. 
According  to  the  grand  jury,  that  decision  was  not  his  to  tn»Vf  and  constituted  criminal 
conduct' 

;  i 

Special  agents  of  the  VS.  Department  of  Agriculture,  \JS.  Environmental 

Protection  Agency  and  the  VS.  Food  and  Drug  Administration,  Office  of  Criminal 

!  i 

Investigations  executed  three  search  warrants  on  June  16,  one  on  Rogjjy's  FHina  home 

and  two  on  semi-tractor  trailers  used  to  store  pesticides.  During  the  search,  federal 

agents  seized  documents  and  other  records  regarding  the  purchase,  use  and  application 

of  Dursban  by  Roggy. 

If  convicted,  Roggy  faces  a  maximum  potential  penalty  of  five  years  in 

prison  and/or  a  5250,000  fine  on  each  of  the  eleven  counts  of  miD  fraud,  up  to  three 

i 
years  in  prison  and/or  a  3250,000  fine  for  the  adulteration  of  food  charge  and  up  to  thirty 

days  in  prison  and/or  a  $5,000  fine  for  the  misuse  of  a  pesticide  charge. 

The  case  is-tbc  result  of  a  joint  investigation  by  the  VS.  Food  and  Drug 

i  i 

Administration,  Office  of  Criminal  Investigations,  the  VS.  Environmental  Protection 

Agency.  Criminal  Investigation  and  the  VS.  Department  of  Agriculture,  Office  of 

Inspector  General.   Assistant  United  States  Attorney  Richard  O.  Morgan  and  FDA 

Associate  Chief  Counsel  for  Enforcement  Nancy  F.  Spodick  are  prosecuting  the  case. 

#### 


Criminal  indieonenu  art  onfy  charts  and  not  evidence  ofguih.  A  defendant  is  presumed  to 
be  innocent  unleti  and  until  Broken  nriZrv. 
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UNITED   STATES   DrCTg.TCT   COURT 
•  DISTRICT  Of   KXNNE50TA 


UNITED   STATES    OF   AMERECA, 

Elaine Iff, 


V. 


*.    GEORGE   ROGG*, 
i 
i 

Defendant . 


ZNOXCTMENT 

(U    U.5.C.    S    1341) 
;(21  tf.S.C.    S    331C)t)) 
(7    U.S.C.    S    I2*j) 


THE    UKITED   STATES   GRAND  JURY    CHARGES   THAT: 

•  «uyrs  i  -  xi 

[MAIL  rRAUD,  18  U.S.C.  ai  1341} 

i 

1.  At   all -rises  material   And   relevant   te   chi.t 

Indictment:  !    •' 

--  a.        Defendant  Y.    GtORGE  ROCGY.   owned  And 
oentrelled  Fumieon,    Inc.    (hereinafter  "Fucicon") ,    a  Hinnusote 
Corporation,    priaarily  doing,  business  at  5216  west  70tn  street, 
Edina,   Minnesota ,   and  engaged  in  the  business  or   applying 
pesticide  eheaieals.    aaong  ether  activities.      Defendant  V.   GEORGE 

i 

RCGCY  was  responsible  for  the  day-to-day  operations  of  Funieon.      ; 

b.     -General  Kills.   Inc.    (hereinafter  "Ger.eral 
Mille'1)    vii  a  Delaware:  corporation,   doing  business   in  tnt    state 
and  District  or  Minnaseta  and  elsewhere,   and  engaged   if".  :ne 
production  or  consuser;  rood  proeuets;  ror  distribution  anc   sale, 
including  breakEaet  eera&ls  made   in  whole,    or  in  part,    fros  oata. 

2.  Froia  a  date  unknown  to  the  Grana  Jury  until  at 
least  on  or  about  June  ti,  199«,  in  the  State  and  District  zl 
Minnesota  and  elsewhere,    the  defendant, 

!  I      Y.    GEOfiGK   ROCGY. 
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did  devise  a  »ehen«  and  artifice  io^ir»ua  ana  to  obta  La  money! 

by  ftfc4ns  oi  false  and  fraudulent  pretenses,  representations,  and 

i 
promises,  tnet  induced  General  Kills  to  sales  payments  tss 

defendant,  doing  bus.nese  as  rumieon,  in  a  total  amount  of 

approximately  J1«,0<  0.00.  defendant  wall  knowing  durinj  this 

i  '  ' 

time  that  the  pretenses,  representations,  and  promises  vouid  be 
and  ware  false  {when  nade.  This  scheme  and  artifice  was,  in 
substance,  no  fellows: 

3.  | It  was  parr  of  the  scheme  end  artifice  Slat 

defendant  would  and  slid  agree  with  General  Mills  to  apply  the 

'  i 

pesticide  chemical  cfcJ.orpyrif  oe-netnyi.  senuionly  sold  under  the 

trade  nana  Reldan  «z  (hereinafter  "Reldan"} ,  to  oats  unloaded 

from  ships  into  grain  storage  elevators  and  mills  located,  among 

other  plaeesT  in  Duluth,  Kinnesota  and  Superior,  Wiseonisin. 

Reldan  was  authorized  for  use  ©n  food,  including  oats  lit  storage, 

I 

if  properly  applied.  • 

4.  It  was  further  part  of  the  scheme  and  art. if  ice 

that  defendant  would  and  did  pureaase  to  apply  to  said  c-ats  e 

:  i 

different  pesticide  chemical,  chlorpyrifos-ethyl.  corKsor.ly  sold  ' 

under  the  trace  name  Oursban  at  (hereinafter  "Dursben")  . 

; 

5.  It  was  further  part  of  the  scheme  »nd  art  itice 
thet  defendant  would  and  did  apply  Oursban  directly  to  (aid  oats 
Instead  of  Reldan.  Defendant  applied  Ourcban  to  approximately 
16,836,592  bushels  of  oats,  soma  of  which  oats  Ceneral  Mills  used 
to  males  approximately  160  million  boxes  ef  breakfast  cereals  such 
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&s    Cfte»riOs,    *pp-»   ci.Tj-.«3L3n   cnstriof.pltcxy   cnacjns,    Mor.ty  Kut 
cneerios  and  Mujlti  Grain  cnaerioa.  j  . 


6. 


It  was 


fur.h«  part  |of  the  scheme  and  article* 


Chat  defendant  yell  *new  that  Dursban  was  r.«  authorised  for  uae! 

i  i 

on  food,    including  grains  in  scoraee  such  as  osts.     Navartheless, 


demandant  purchased  ar 

i 
considerably   less  erp« 

It  vai 


7. 


d  applied  Dursban  baeeuse  it  w»» 

i naive  that  Raldan- 

further  part  of  the  schece  and  artifice 

I 
that  defendant  would  and  did  periodically  submit  invoice;)  to 

General  Mills  which  fajisely  represented  that  the  defendant,  doing 

business  ae  Furaicon,  had  applied  «r  caused  to  nave  appliuo.  Reldaft 

co  said  oats,  when  defendant,  in  face,  Knew  that  Seldan  had  net 

i 

been  applied  to  said  oats. 

6.  --lit  was 'further  part  of  "the  scheme  and  artifice 
that  defendant  utould  and  did  periodically  aubmit  invoices  to 
General  Mills  whiten  faleeiy  charged  General  Kills  for  che  cost 
of,   and  che  cost:  or.  che  application  of,  Rsldan,  when  defendant, 

i       •  ; 

in  fact,  knew  chat  Reldan  had  not  t>een  used,  and  had  net  >een 
applied  to,  seid:oets. : 

9.  It  was  further  part  of  the  scheoe  and  artil'iea 
that  defendant  would  and  did  periodically  receive  checks  i'row 
General  Kills  Sy  means  of  cne  United  States  mail,  aa  payr^nts 
resitted  to  defendant  ©y  General  Mills. 

10.  As  a  result  of  said  schene  and  artifice  to 
defraud,  defendant  caused  General  Mills  to  pay  him  approximately 
$149,116.16  for  Reldan  tnat  ne  f»i»eli  reprasantei  r.«  .'.ad  -***  . 


I 
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and  applied,  instead  pi   *ppxOJtit*t«i:i.?s5,?97.12  Jer  tne  Oursban 
defendant  had  actually  used  and  applied.   o«r».".d*nt's  cor  duet 
resulted  in  a  9a! in  to  defendant  of  a.ppro*i:aataly  $85,319.04. 

on  or  about  the  dates  listed  below,  in  the.  State 

and  District  of  Kinoejota,  the  defendant, 


for  the  purpose 
defraud  and  to  ejbtain 
pretenses,  repre 


V.  seorss  adcey, 

of  executing  the  aforesaid  scheae  and  art. if  ice  to 

neney  by  means  of  false  and  fraudulent 
sent&iions.  and  promises,  and  attempting  to  do 
60,  did  knowinqlly  cau»e  to  be  delivered  by  .-nail  according  to  the 

directions  therein,  as  to  aach  Count  listed  below,  T.aillrrgs  frcs 

i      ! 
General  Kill*  to  hirself,  containing  cheeks,  as  generally 

i 
described  and  iri  the  approximate  amounts  listed  below: 


count 

I 

1: 
in 

IV 

V 

v: 

VII 
VIII 
IX 
X 

xz 

Total  Aaount  $166,120.15 
ail  in  violation  of  .Title  II.  United  States  Code,  Section  1341. 


Ditt   ' 

CnB<=*  Mi 
23630 

Asieunt 

1 

May  isj,  1993' 

13,111.51 

May  20,  1993; 

23884 

2.413.23 

June  I,  1993 

24007 

1,718. SI 

August  2,  1793 

243S3 

12,650.22 

October  13,  '199  3 

25132 

7,113.42 

October  29,  ;1S93 

25280 

13.258.06 

November  17,-  1993 

254;? 

19,111.62 

December  9,  1393 

25609 

41.671.59 

Jenuecy  14,  1994 

29863 

9,714.23 

February  10,1  199  4 

26126 

12,208.36 

June  3.  1*94 

27129 

$33,142^02 
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fiBUKXJUA. 

IkDUltZSXtZOll ,    21   U.S.C.    $   331(k)    ShC   333(a)(2)] 


1.  i  The  Urutcd  States  Grand  .Tory  realleges   J.nd 

!  •  ' 

incorporates  by  reference  paragraphs  1  through   1Q,    inclusive,    of 

I  ' 

Count   X   of   this    rndictwent  «s   if   fully  set   forth  her*ir>. 

i 
i 

2.  .At  ell  times  material  and  relevant  to  this 
Indictment: 

a,  The  Federal  Food,   Crug,   and  Cosset :.c  Act 
(hereinafter  "PO  &  c  Act")   provided,  among  other  thingti,   that  raw 
agricultural  commodit:.e3  could  not  contain  illegal   residues  of 
pesticide  chenicale.     ' 

'  1 

b.  Under  the  TD  i  Q  Act,  Title  21,  Un..ted  states 
Code,  Section  347(a) (2) (B)  ,  food  was  adulterated  if  it  was  a  raw 
agricultural-  commodity  ana  it  bore  and  contained  a  pesticide 
chemical  which  was  unsafe  within  the  meaning  of  Title  ii,    United 
States  Cede,  Seetion  3:46a. 

e,   Oats  were  a  "food"  within  the  meaning  of 
Title  21.  United  states  Code.  Section  321  [i)    and  a  "raw 
agricultural  commodity!"  within  the  meaning  of  Title  21,  United  ; 
States  code,  Seetion  3*2 1 (r;  . 

d.   Dureban  was  a  "pesticide  chemical"  within  the 
meaning  of  Title  21,  United  States  Code.  Section  32l(q>. 

«.    Bur oban,  es  applied  to  oata  in  storage,  was 
unsafe  within  the  meaning  of  Title  21,  united  Statee  Cjde. 

Section  -M6a. 
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3.        on  or  aecut  June   3o,.^33,    in  ti»  Scar*    »_n<i 
District  of  Minnesota;,    the  defendant,  j. 

i  X-    GEORGE  ROGGY,  .-  i 

I 

to  defrtud  and  mislead,  causa  *  quantity  of 
held  for  sale  after  shipnene  in  interstate 


did,  with  the  intent 

I 
oats,  that  ware  bain? 


commerce,  to  be  adult,  sratad  within  tha  meaning  of  Title  21, 
united  states  coda,  Suction  3«z(«} (2) (S)  ,  by  administering  a 
peetieide  chemical,  Otursban,  which  was  unsafe  as  applies  within 
the  meaning  erj  Title  £i.  United  States  Cede,  Section  346a,  ell  in 
violation  of  TJitle  21  ■   United  States  Coda,  Section  33 1 U)  and 
333(a)(2).  i  I 


|       COUNT  XT I I 
tMISVSE^OF  PESTICIDE,  7  U.S.C.  5  ISCjf  (a)  £2)  (G)  J 


I 


1. 


The  United  states  Grand  Jury  ree lieges  end 


incorporates  by  reference  paragraphs  l  through  1C,  inclusive,  of 
count  Z  of  this  Indictment  as  if  fully  set  rorth  hersir.. 

2*  ;  At  a^l  'times  aaterial  and  relevant  to  this 
Indictment: 

e.   Tha  federal  Insecticide.  Fungicide  and 
Rodenticide  xct  (hereinafter  "FIFRA")  was  a  federal  statute 
setting  rorth  criminal!  penalties  for  the  use  of  pesticdes  in  a 
manner  inconsistent  wisn  their  required  labels. 


b.    Ours ban  was  a  registered  peetieide  es  defined 
under  FIFRA,  and  had  an  active  ingredient  Known  as  chl >rpyrif ©e- 
ethyl.   oursban  wax  not  registered  with  tha  United  sta  :e« 
Environmental  Protection  Agency  for  use  an  food,  including  grains 
in  storage.  The  required  pesticide  label  ror  cursnan  roroade 
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application  of  Oureoan  on  food  or  to**"  contacting  surf ac««  within 


"food  handling!  eetablishnenee"  »uen  as  grain  ailie  «nd  etorege 


« levators. 


jC.   Defendant  V.  GEORGE  ROccx,  doing  bu lines s  as 


Funlcen,  used  Dursbah 

Mil la.   The  General  K 

Dursban  were  intended 

3. 


I 


to  treat  oats  that  Belonged  to  Geierel 
,11c'  oats  to  which  the  defendant  applied 
for  u»e  in  Cenersl  Kills'  *ood  product*. 
on  or  about  June  30,  1993,  in  tne  state  <.nd 
District  of  Minnesota  J  trie  derendeht, 

Y.  CECRCS  ROCCY. 

did  knowingly  ujse  the  registered  pesticide  Cursban  in  a  manner 

inconsistent  wijth  its  labeling,  in  violation  of  Title  7,  United 
i 

States  Code,  Sect ran  13«j(a) (2) (G)  end  1361(b)(2). 

A  TRUE  BILL 


UNITED  STATES  ATTORNEY 


FOREPERSON 
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Dietary  Risk  Assessment  for  Chlorpyrifos  on  Oats 

After  FDA  discovered  residues  of  chlorpyrifos  on  oats  stored  by  General  Mills,  a 
dietary  risk  assessment  was  requested  to  determine  the  human  health  risk  for  the  unregistered 
pesticide  on  oats.  A  review  of  the  dietary  risk  for  chlorpyrifos  on  oats  was  requested  because 
there  was  no  published  use  for  chlorpyrifos  on  oats  as  a  potential  grain  protectant. 

Due  to  the  nature  of  the  contamination  the  most  appropriate  analysis  for  estimation  of 
dietary  risk  was  the  acute  dietary  assessment.  The  possibility  that  residues  of  chlorpyrifos  on 
oats  could  be  ingested  over  a  short  period  of  time  prompted  the  need  for  an  acute  analysis. 
Previously  only  chronic  analyses  had  been  used  to  estimate  the  dietary  risk  from 
chlorpyrifos. 

Taxicological  Endpoint 

The  toxicological  data  for  chlorpyrifos  used  in  the  chronic  risk  assessment  had  been 
accepted  and  verified  by  the  Agency  on  September  9,  1993.  There  were  no  outstanding  data 
gaps  for  registration  of  chlorpyrifos.  A  Reference  Dose  was  assigned  from  a  human  20  day 
feeding  study.  The  toxicological  effects  seen  in  the  human  study  used  to  calculate  the 
Reference  Dose  showed  decreased  plasma  cholinestcrase  as  an  endpoint  effect.  The  No 
Observed  Effect  Level  (NOEL)  from  the  study  was  0.03  mg/kg/day  and  an  uncertainty  factor 
of  10  was  included  to  account  for  variability  in  humans.  The  Reference  Dose  to  assess 
human  dietary  risk  was  therefore  0.003  mg/kg/day.  This  toxicological  endpoint  was  used  to 
estimate  chronic  dietary  risk  from  chlorpyrifos  on  oats.  Toxicology  Branch  I  recommended 
that  the  same  NOEL,  0.03  mg/kg/day,  be  used  to  calculate  a  Margin  of  Exposure  (MOE)  for 
acute  dietary  risk. 

There  was  no  evidence  of  carcinogenicity  in  studies  submitted  to  the  Agency  and 
therefore  a  carcinogenic  classification  of  E  (no  evidence)  was  assigned  to  chlorpyrifos.  No 
estimation  of  human  carcinogenic  risk  was  evaluated  for  this  chemical. 

Residue  Information 

The  residue  database  for  chlorpyrifos  in  the  Dietary  Risk  Evaluation  System  (DRES) 
was  large  and  complex.  Chlorpyrifos  has  a  tolerance  for  food  handling  establishments 
(FHEs).  In  such  cases  there  is  the  possibility  for  residues  of  chlorpyrifos  to  be  in  contact 
with  all  food  passing  through  such  establishments.  In  order  to  estimate  the  dietary  risk  for 
this  type  of  use,  the  Agency  generally  puts  the  FHE  tolerance  in  for  every  raw  agricultural 
commodity  unless  there  is  a  higher  tolerance  already  established  for  a  specific  crop.  This 
treatment  of  FHE  tolerance  is  likely  to  vastly  overestimate  risk  since  it  assumes  that  all  food 
that  a  person  eats  has  chlorpyrifos  at  least  at  the  FHE  level. 

The  single  serving  acute  toxicity  analysis  for  chlorpyrifos  on  oats  considered  the 
general  public  and  especially  infants  and  children  for  risk  assessment.  Consumption 
information  used  in  the  analysis  was  for  consumers  of  oats  only,  not  the  entire  age  group. 
The  analysis  considered  all  oats,  in  all  products  in  the  USDA  1977-78  Nationwide  Survey  of 
Food  Consumption  (NFCS)  database.  DRES  was  not  able  to  pull  out  consumption  values  for 
oat-containing-cereals  only.  This  could  be  a  source  of  overestimation  of  exposure  to 
chlorpyrifos. 

June  14,1994  Analyses 

The  initial  analyses  for  chlorpyrifos,  both  chronic  and  acute,  used  an  exaggerated 
residue  level  of  6  ppm  for  oats.  The  Agency  felt  this  was  a  very  high  residue  for  estimating 
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dietary  risk;  however,  this  residue  would  provide  a  "worst-case"  estimate  of  risk.  Both 
chronic  and  acute  risk  estimates  were  potentially  of  concern  at  this  residue  level. 

The  chronic  dietary  risk  estimates  for  published  tolerances  (including  FHE)  plus  oats 
at  6  ppm  lead  to  an  exposure  equal  to  51%  of  the  RfD  for  the  U.S.  general  population.  The 
highest  subgroup,  non-nursing  infants  less  than  1  year,  had  an  exposure  equal  to  244%  of  the 
RfD.  Due  to  inclusion  of  all  FHE  tolerances  this  estimate  of  chronic  exposure  was  probably 
an  overestimate  of  the  chronic  risk  from  chlofpyhfos  on  oats  (see  attached  table  on  chronic 
exposure).  Also,  the  chronic  analysis  assumes  consumption  of  oats  containing  chlorpyrifbs 
residues  over  a  life  time.  Since  this  analysis  did  not  characterize  the  risks  from  a  short  term 
exposure  to  chlorpyrifos  on  oats,  the  acute  dietary  analysis  was  deemed  more  appropriate. 

The  acute  exposure  analysis  for  chlorpyrifos  on  oats  at  the  residue  level  of  6  ppm  lead 
to  risk  estimates  which  were  below  the  margin  of  exposure  of  10.  As  noted  above,  the 
analysis  only  compared  residues  of  oats  for  acute  risk.  Normal  practice  is  to  include  all  crops 
legally  registered  for  use  in  the  DRES  analysis.  In  that  sense,  the  acute  analysis  was  not 
comparable  to  what  is  normally  done  for  other  chemicals. The  Agency  generally  considers  a 
margin  of  exposure  above  10  to  be  safe  when  comparing  to  human  toxicological  studies,  as 
in  this  case. 

June  15,  1994  Analysis 

The  second  analysis  for  chlorpyrifos  for  acute  dietary  risk  was  for  a  residue  level  of 
0.3  ppm.  Residues  found  by  General  Mills  in  finished  oat  cereal  were  all  below  0.3  ppm  (F. 
Hegele  fax  to  USDA,  6/14/94).  This  lower  residue  level  seemed  more  realistic  for  risk 
assessment  and  yet  was  still  higher  than  the  actual  residues  of  chlorpyrifos  being  found  on 
the  oats  by  General  Mills.  Using  the  residue  level  of  0.3  ppm,  the  acute  risk  estimates  were 
all  above  the  margin  of  exposure  of  10,  again  using  the  NOEL  of  0.03  mg/kg/day  from  the 
human  toxicological  study  as  an  endpoint.  Considering  the  sources  of  overestimation  and  the 
safety  factors  built  in  to  the  risk  estimates,  the  Agency  felt  the  public  was  not  at  risk  from 
acute  exposure  to  chlorpyrifbs  by  way  of  oats  using  the  residue  level  of  0.3  ppm. 

June  1 7,  1994  Analyses 

Other  acute  assessments  were  conducted  in  order  to  estimate  the  residue  level  of 
chlorpyrifos  which  would  be  safe  considering  actual  consumption  values  in  the  DRES 
database.  It  was  estimated  that  for  the  90th  percentile  consumer  of  oats,  at  residue  levels  of 
up  to  0.6  ppm,  a  single  serving  a  day  of  oats  would  be  safe  for  infants  and  children  and  the 
general  public. 

Further  Data 

Recent  Less  than  Lifetime  Committee  document  on  Chlorpyrifos  (M.  Van  Gemert 
memo,  8/15/94)  has  recommended  for  a  NOEL  for  acute  dietary  risk  of  0.1  mg/kg/day 
instead  of  the  more  conservative  0.03  mg/kg/day  used  in  the  above  mentioned  analyses. 
Using  this  NOEL  and  residues  up  to  0.6  ppm,  the  margins  of  exposure  for  the  acute  analysis 
on  oats  alone  are  all  above  10.  Again,  the  Agency  generally  is  not  concerned  if  MOEs  are 
above  10  when  the  NOEL  is  from  a  human  study.  The  Agency  will  be  reevaluating  the 
existing  uses  of  chlorpyrifos  in  reregistration  scheduled  for  completion  by  March  1995. 
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Chronic  exposure  analysis 
Chlorpyrifos  on  oats 


JUN  17  1994 


Non-nursing 
infants  <  1  yr 

General 
population 

Current:  published  tolerances 
(including  oats  at  0.005  ppm 
as  anticipated  residue  from 
food  handling  establishment 
tolerance.   FKE  tolerance  is 
0 . 1  ppm . ) 

95% 

34 

plus  oats  at  0.2  ppm 

( — >  cereal  at  0.14  ppm) 

99 

35 

plus  oats  at  0.3  ppm 

( — >  cereal  at  0.21  ppm) 

102 

35 

plus  oats  at  0.6  ppm 

( — >  cereal  at  0.42  ppm) 

104 

36 

plus  oats  at  1.0  ppm 
( — >  cereal  at  0.7  ppm) 

120 

37 

Notes: 

1.  Assumes  oats  adds  2.5%  of  RfD  for  each  0.1  ppm  residue  for 
non-nursing  infants  <  1  year  old,  and  0.28%  of  RfD  for  the 
general  population. 

2.  Includes  food-handling  establishment  tolerance,  but  uses 
Anticipated  Residue  of  0.005  ppm  for  these  commodities. 

3.  Pending  tolerances  on  grapes,  lettuce  and  tomatoes  are  not 
included.   Effect  is  less  than  0.5%  of  RfD  for  infants; 
2.25%  for  general  population. 

4.  Uses  Anticipated  Residues  and  percent-crop-treated  for  non- 
food-handling establishment  commodities,  where  available. 
(None  used  for  oats.) 

\ 


*M(a~L**~- 
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MERCURY 

CAUSE  FOR  |M^ 
CONCERN?    II M 


BYJUDTTHEFOULKE 

Swordfish  and  shark  taste  great— espe- 
cially grilled  or  broiled.  But  reports  that 
these  and  some  other  large  predatory  fish 
may  contain  methyl  mercury  levels  in  ex- 
cess of  the  Food  and  Drug  Administration's 
1  part  per  million  (ppm)  limit  has  damp- 
ened some  fish  lovers'  appetites. 

FDA  scientists  responsible  for  seafood 
safety  are  also  concerned  about  the  safety 
of  eating  these  types  of  fish,  but  they  agree 
that  the  fish  are  safe,  provided  they  are 
eaten  infrequently  (no  more  than  once  a 
week)  as  part  of  a  balanced  diet. 

Mercury  Is  Everywhere  ^££ 

Mercury  occurs  naturally  in  the  environ- 
ment. According  to  FDA  toxicologist  Mike 
Bolger,  Ph.D.,  approximately  2,700 

IUUSTRATON  BY  MCHAEl  DAVID  BROWN 
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to  6,000  tons  of  mercury  are  released  an- 
nually into  the  atmosphere  naturally  by 
degassing  from  the  Earth's  crust  and 
oceans.  Another  2,000  to  3,000  tons  are 
released  annually  into  the  atmosphere  by 
human  activities,  primarily  from  burning 
household  and  industrial  wastes,  and  espe- 
cially from  fossil  fuels  such  as  coal. 

Mercury  vapor  is  easily  transported  in 
the  atmosphere,  deposited  on  land  and  wa- 
ter, and  then,  in  part,  released  again  to  the 
atmosphere.  Trace  amounts  of  mercury  are 
soluble  in  bodies  of  water,  where  bacteria 
can  cause  chemical  changes  that  transform 
mercury  to  methyl  mercury,  a  more  toxic 
form. 

Fish  absorb  methyl  mercury  from  water 
as  it  passes  over  their  gills  and  as  they  feed 
on  aquatic  organisms.  Larger  predator  fish 
are  exposed  to  higher  levels  of  methyl 
mercury  from  their  prey. 

Methyl  mercury  binds  tightly  to  the  pro- 
teins in  fish  tissue,  including  muscle. 
Cooking  does  not  appreciably  reduce  the 
methyl  mercury  content  of  the  fish. 

Nearly  all  fish  contain  trace  amounts  of 
methyl  mercury,  some  more  than  others. 
In  areas  where  there  is  industrial  mercury 
pollution,  the  levels  in  the  fish  can  be  quite 
elevated.  In  general,  however,  methyl  mer- 
cury levels  for  most  fish  range  from  less 
than  0.01  ppmto0.5ppm.  It's  only  in  a 
few  species  of  fish  that  methyl  mercury 
levels  reach  the  FDA  limit  for  human  con- 
sumption of  1  ppm.  This  most  frequently 
occurs  in  some  large  predator  fish,  such  as 
shark  and  swordfish.  Certain  species  of 
very  large  tuna,  typically  sold  as  fresh 
steaks  or  sushi,  can  have  levels  over  1 
ppm.  (Canned  tuna,  composed  of  smaller 
species  of  tuna  such  as  skipjack  and  alba- 
core,  has  much  lower  levels  of  methyl 
mercury,  averaging  only  about  0. 1 7  ppm. ) 
The  average  concentration  of  methyl  mer- 
cury for  commercially  important  species 
(mostly  marine  in  origin)  is  less  than  0.3 
ppm.  (See  the  accompanying  chart.) 

FDA  works  with  state  regulators  when 
commercial  fish,  caught  and  sold  locally, 
are  found  to  contain  methyl  mercury  levels 
exceeding  1  ppm.  The  agency  also  checks 
imported  fish  at  ports  and  refuses  entry  if 


methyl  mercury  levels  exceed  the  FDA 
limit. 

Sport-caught  predator  fresh-water  spe- 
cies like  pike  and  walleye  sometimes  have 
methyl  mercury  levels  in  the  1  ppm  range. 
Other  fresh-water  species  also  have  el- 
evated levels,  particularly  in  areas  where 
mercury  levels  in  the  local  environment 
are  elevated. 

FDA  suggests  sports  fishers  check  with 
state  or  local  governments  for  advisories 
about  water  bodies  or  fish  species.  These 
advisories  provide  up-to-date  public  health 
information  on  local  areas  and  warn  of 
areas  or  species  where  mercury  (or  other 
contamination)  is  of  concern. 

Safety  Studies 

Eating  commercially  available  fish 
should  not  be  a  problem,  say  FDA  toxi- 
cologists.  The  1  -ppm  limit  FDA  has  set  for 
commercial  fish  is  considerably  lower 
than  levels  of  methyl  mercury  in  fish  that 
have  caused  illness. 

For  information  about  the  likely  out- 
come of  eating  fish  with  low  levels  of 
methyl  mercury,  scientists  look  to  studies 
of  persons  exposed  to  high  levels:  in  par- 
ticular, studies  of  two  poisoning  episodes 
from  highly  contaminated  fish  in  Japan  in 
the  1960s,  and  another  poisoning  incident 
in  Iraq  in  the  1 970s  involving  contami- 
nated grain. 

In  the  first  episode,  which  occurred  in 
Minimata,  Japan.  1 1 1  people  died  or  be- 
came very  ill  (mostly  from  nervous  system 
damage)  from  eating  fish  (often  daily  over 
extended  periods)  from  waters  that  were 
severely  polluted  with  mercury  from  local 
industrial  discharge. 

Following  a  similar  incident  in  Nigata, 
Japan,  where  1 20  persons  were  poisoned, 
studies  showed  that  the  harm  caused  by 
methyl  mercury  poisoning,  particularly  the 
neurological  symptoms,  can  progress  over 
a  period  of  years  after  exposure  has  ended. 
The  average  mercury  content  of  fish 
samples  from  both  areas  ranged  from  9  to 
24  ppm,  though  in  Minimata,  some  fish 
were  found  to  have  levels  as  high  as  40 
ppm.  Fortunately,  no  similar  incidents 
have  occurred  in  the  United  States. 


The  best  indexes  of  exposure  to  methyl 
mercury  are  concentrations  in  hair  and 
blood.  The  average  concentration  of  total 
mercury  in  non-exposed  people  is  about  8 
parts  per  billion  (ppb)  in  blood  and  2  ppm 
in  hair.  From  the  Japanese  studies,  toxi- 
cologists  learned  that  the  lowest  mercury 
level  in  adults  associated  with  toxic  effects 


Sample  Results 


Results  of  FDA  sampling  for  methyl  mercury 
by  species  for  October  1 990  to  October  199 1 
(the  action  level  is  I  ppm). 


Fish  Species 

Range  (ppm) 

Bass,  fresh  water 

0.15-0.34 

Catfish,  fresh  and 

salt  water 

<  0.10-0.31 

Cod 

Trace 

Crabs 

0.10-0.15 

Croaker 

0.13-0.32 

Flounder 

ND-0.08 

Grouper 

0.35-0.48 

Haddock 

Trace 

Lobster 

0.10-0.14 

Mackerel 

0.10-0.23 

Mahi  ii  win  (dolphin) 

0.11-0.21 

Martin 

0.10-0.92 

Orange  roughy 

0.42-0.71 

Oysters 

<0.10 

Perch,  fresh  water 

ND-0.31 

Perch,  ocean 

(rosefish,  red  rockfish) 

Trace-0.03 

Pike 

Trace-0.16 

Pollock 

ND-0.10 

Salmon 

ND-0.11 

Shrimp 

<0.10 

Shark 

.   0.23-2.95 

Snapper,  red 

0.07-0.26 

Swordfish 

0.26-3.22 

Trout 

Trace-0.13 

Tuna,  canned 

ND-0.75 

ND  means  none  delected 
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(paresthesia)  was  200  ppb  in  blood  and  50 
ppm  in  hair,  accumulated  over  months  to 
years  of  eating  contaminated  food. 

The  Japanese  studies  did  not,  however, 
provide  information  on  what  levels  of 
methyl  mercury  might  adversely  affect  the 
fetus  and  infant. 

"There  is  no  doubt  that  when  humans 
are  exposed  to  high  levels  of  methyl  mer- 
cury, poisoning  and  problems  in  the  ner- 
vous system  can  occur,"  Bolger  says. 

The  types  of  symptoms  reflect  the  de- 
gree of  exposure.  Paresthesia  (numbness 
and  tingling  sensations  around  the  lips, 
fingers  and  toes)  usually  is  the  first  symp- 
tom. A  stumbling  gait  and  difficulty  in  ar- 
ticulating words  is  the  next  progressive 
symptom,  along  with  a  constriction  of  the 
visual  fields,  ultimately  leading  to  tunnel 
vision  and  impaired  hearing.  Generalized 
muscle  weakness,  fatigue,  headache,  irrita- 
bility, and  inability  to  concentrate  often 
occur.  In  severe  cases,  tremors  or  jerks  are 
present.  These  neurological  problems  fre- 
quently lead  to  coma  and  death. 

"During  prenatal  life,  humans  are  sus- 
ceptible to  the  toxic  effects  of  high  methyl 
mercury  exposure  levels  because  of  the 
sensitivity  of  the  developing  nervous  sys- 
tem." Bolger  explains.  Methyl  mercury 
easily  crosses  the  placenta,  and  the  mer- 
cury concentration  rises  to  30  percent 
higher  in  fetal  red  blood  cells  than  in  those 
of  the  mother. 

"But  none  of  the  studies  of  methyl  mer- 
cury poisoning  victims  have  clearly  shown 
the  level  at  which  newborns  can  tolerate 
exposure."  Bolger  says.  "It  is  clear  that  at 
exposure  levels  that  affect  the  fetus,  adults 
are  also  susceptible  to  adverse  effects. 
What  is  not  clear  is  the  effect,  if  any.  on 
fetuses  at  much  lower  levels — those  that 
approach  current  exposure  levels  through 
normal  fish  consumption." 

Studies  of  the  poisoning  incident  in  Iraq 
have  provided  limited  data  about  what 
effects  low  levels  of  methyl  mercury  expo- 
sures to  the  fetus  have  on  the  infant.  One 
possible  effect,  for  example,  is  lateness  in 
walking.  In  the  fall  and  winter  of  1 97 1  -72, 
wheat  seed  intended  for  planting — and 
which  had  therefore  been  treated  with  an 
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alkyl  mercury  fungicide — was  mistakenly 
used  to  prepare  bread;  more  that  6,500 
Iraqis  were  hospitalized  with  neurological 
symptoms  and  459  died.  The  vast  majority 
of  the  mothers  experienced  exposures  that 
resulted  in  hair  levels  greater  than  the  low- 
est levels  associated  with  effects  in  adults. 
But  there  was  no  clear  evidence  that  the 
fetus  was  more  sensitive  than  the  adult  to 
methyl  mercury. 

Another  study  on  methyl  mercury  toxic- 
ity was  published  by  the  World  Health 
Organization  in  1990.  It  concluded,  "the 


general  population  does  not  face  a  signifi- 
cant health  risk  from  methyl  mercury." 
Bolger  says  there  is  a  consensus  among 
scientists  on  all  the  results  of  this  study  ex- 
cept for  the  findings  related  to  the  relation- 
ship between  low  exposure  levels  and  fetal 
toxicity. 

Searching  for  More  Information 

FDA  and  the  National  Institute  of  Envi- 
ronmental Health  Sciences  are  supporting 
a  study  by  the  University  of  Rochester  to 
gather  conclusive  data  on  the  effects  of 
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FDA  Advice  for  Consumers 


Fish  is  an  important  source  of  high- 
quality  protein,  vitamins  and  minerals. 
FDA  seafood  specialists  say  that  eating 
a  variety  of  types  of  fish,  the  normal  pat- 
tern of  consumption,  does  not  put  any- 
one in  danger  of  mercury  poisoning.  It  is 
when  people  eat  fad  diets — frequently 
eating  only  one  type  of  food  or  a  par- 
ticular species  of  fish — that  they  put 
themselves  at  risk. 

Pregnant  women  and  women  of 
childbearing  age  who  may  become  preg- 
nant, however,  are  advised  by  FDA  ex- 
perts to  limit  their  consumption  of  shark 
and  swordfish  to  no  more  than  once  a 
month.  These  fish  have  much  higher  lev- 
els of  methyl  mercury  than  other  com- 
monly consumed  fish  (see  accompany- 
ing chart).  Since  the  fetus  may  be  more 
susceptible  than  (he  mother  to  the  ad- 
verse effects  of  methyl  mercury,  FDA 
experts  say  that  it  is  prudent  to  minimize 
the  consumption  of  fish  that  have  higher 
levels  of  methyl  mercury,  like  shark  and 
swordfish.  This  advice  covers  both  preg- 
nant women  and  women  of  childbearing 
age  who  might  become  pregnant,  since 
the  first  trimester  of  pregnancy  appears 
to  be  the  critical  period  of  exposure  for 
the  fetus.  Dietary  practices  immediately 
before  pregnancy  would  have  a  direct 
bearing  on  fetal  exposure  during  the  first 
trimester,  the  period  of  greatest  concern. 

FDA  toxicologists  have  determined  that 
for  persons  other  than  pregnant  women 


and  women  of  childbearing  age  who  may 
become  pregnant,  regular  consumption  of 
fish  species  with  methyl  mercury  levels 
around  1  part  per  million  (ppm) — such  as 
shark  and  swordfish — should  be  limited  to 
about  7  ounces  per  week  (about  one  serv- 
ing) to  stay  below  the  acceptable  daily 
intake  for  methyl  mercury.  For  fish  with 
levels  averaging  0.5  ppm,  regular  con- 
sumption should  be  limited  to  about  14 
ounces  per  week.  Current  evidence  indi- 
cates that  nursing  women  who  follow  this 
advice  do  not  expose  their  infants  to  in- 
creased risk  from  methyl  mercury. 

Consumption  advice  is  unnecessary  for 
the  top  10  seafood  species,  making  up 
about  80  percent  of  the  seafood  market — 
canned  tuna,  shrimp,  pollock,  salmon,  cod, 
catfish,  clams,  flatfish,  crabs,  and  scallops. 
This  is  because  the  methyl  mercury  levels 
in  these  species  are  all  less  than  0.2  ppm 
and  few  people  eat  more  than  the  sug- 
gested weekly  limit  offish  (2.2  pounds) 
for  this  level  of  methyl  mercury  contami- 
nation. 

FDA's  action  level  of  1  ppm  for  methyl 
mercury  in  fish  was  established  to  limit 
consumers'  methyl  mercury  exposure  to 
levels  10  times  lower  than  the  lowest  lev- 
els associated  with  adverse  effects 
(paresthesia)  observed  in  the  poisoning  in- 
cidents. FDA  based  its  action  level  on  the 
lowest  level  at  which  adverse  effects  were 
found  to  occur  in  adults.  This  is  because 
that  level  of  exposure  was  actually  lower 


than  the  lowest  level  found  to  affect  fe- 
tuses, affording  them  greater  protection. 

FDA  toxicologists  are  developing  a 
more  complete  database  for  addressing 
low-level  methyl  mercury  exposures  from 
fish;  however,  they  consider  the  1  -ppm 
limit  to  provide  an  adequate  margin  of 
safety.  This  doesn't  mean  that  it  is  safe  to 
regularly  and  frequently  eat  fish  that  con- 
tain 1  ppm  methyl  mercury.  The  limit  was 
established  taking  into  consideration  the 
types  offish  people  eat,  the  levels  of 
methyl  mercury  present  in  each  species, 
and  the  amounts  offish  that  are  normally 
consumed 

Not  everyone  agrees,  however,  about 
what  advice  to  provide  to  consumers.  This 
is  particularly  evident  in  sport  fish  adviso- 
ries provided  by  states  around  the  country. 
Because  states  often  use  different  criteria 
for  their  fish  advisories,  adjoining  states 
may  provide  different  advice  about  fish 
from  the  same  bodies  of  water.  Some 
states  have  adopted  a  zero  risk  approach 
and  have  advised  consumers  not  to  eat  cer- 
tain species,  while  others  have  advocated  a 
limit  on  intake  that  is  more  consistent  with 
the  FDA  approach. 

Despite  these  differences,  efforts  by  the 
states  remain  a  valuable  guide  for  alerting 
people  to  possible  mercury  contamination 
in  certain  fish  species  in  particular 
bodies  of  water.  Federal  efforts  are  being 
made  to  increase  uniformity  in  fishing 
advisories.  ■ 


Questions? 


FDA  invites  consumers  who  have  questions 
about  methyl  mercury  in  fish  or  other  seafood 
concerns  to  telephone  the  24-hour  FDA  Sea- 
food Hotline  at  (1-800)  FDA  -4010  or  (202) 
205-4314  (in  the  Washington.  D.C.,  area).  The 
automated  hot  line  and  Flash  Fax  service  are 
available  24  hours  a  day.  Public  affairs  spe- 
cialists can  be  reached  at  the  same  numbers 
from  noon  to  4 p.m.  Eastern  time.  Monday 
through  Friday.  M 


long-term  exposure  to  low  levels  of  me- 
thyl mercury  in  the  fetus  and  infant.  The 
study  is  being  conducted  in  the  Seychelles 
Islands,  off  the  coast  of  East  Africa  in  the 
Indian  Ocean. 

Fish  is  the  major  source  of  protein  for 
people  in  the  Seychelles  Islands.  Begun 
about  10  years  ago,  the  study  focuses  on 
the  approximately  700  pregnancies  that 
occur  on  the  islands  each  year. 

"That's  a  much  more  significant  data- 
base than  we  had  in  the  Iraqi  study,"  says 
Bolger.  "Also,  the  population  is  mostly 
Muslim,"  he  says,  a  religion  that  prohibits 
smoking  and  drinking,  behaviors  that 
could  affect  the  prenatal  health  of  fetuses 


(and  interfere  with  efforts  to  understand 
the  subtle  effects  of  methyl  mercury ). 
The  study  tracks  women  from  preg- 
nancy to  childbirth,  and  monitors  the 
babies'  consumption  of  breast  milk.  As 
children  grow  older,  they  are  followed  for 
any  signs  of  nervous  system  disorders.  Re- 
ports from  the  Seychelles  study  are  not 
ready  for  publication,  but  Bolger  expects 
the  results  to  make  a  significant  contribu- 
tion to  the  consideration  of  whether  fur- 
ther regulatory  controls  or  other  actions 
may  be  needed.  ■ 

Judith  E.  Foulke  is  a  member  of  FDA 's 
public  affairs  staff. 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES  Public  Health  Service 

Food  and  Drug  Administration 

NOV  0  1  1994  **«.•»  a™ 


The  Honorable  Edolphus  Towns 

Chairman,  Subcommittee  on  Human  Resources 

and  Intergovernmental  Relations 
Committee  on  Government  Operations 
B-372  Rayburn  House  Office  Building 
Washington,  D.C.   20515-3210 

Dear  Mr.  Chairman: 

The  purpose  of  this  letter  is  to  transmit  to  you  the  edited 
transcripts  of  Dr.  Fred  Shank  and  Dr.  Stephen  Sundlof  from  the 
hearing  on  Chemical  Residues  in  Food  that  took  place  on 
September  28,  1994,  before  your  Subcommittee. 

In  addition,  enclosed  are 

•  a  response  to  the  question  raised  at  the  hearing 
[transcript,  p.  101],  regarding  the  number  of  tests 
performed  on  milk  by  FDA,  the  states,  and  the  industry; 
and 

•  materials  for  the  record  that  FDA  promised  to  submit  in 
the  written  statement: 

1)  a  summary  report  on  the  Total  Diet  Study  which 
describes  the  findings  of  this  program  in  greater 
detail  (written  statement,  p.  5) ; 

2)  the  1993  summary  of  FDA's  pesticide  residue 
monitoring  program;  (written  statement,  p.  22) ; 

3)  a  chronology  of  FDA's  lead  reduction  activities 
(written  statement,  p.  27);  and 

4)  a  list  of  regulatory  limits  for  lead  in  various 
products  under  FDA  jurisdiction  (written  statement, 
p.  27). 
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Page  2  -  The  Honorable  Edolphus  Towns 

We  will  forward  repsonses  to  the  questions  submitted  from  you 
and  Representative  Sanders  shortly. 

If  you  have  any  questions,  please  contact  Carolyn  Hommel  on  my 
staff,  at  301/443-3793. 

Sincerely, 

Diane  E.  Thompson 
Associate  Commissioner 
for  Legislative  Affairs 

Enclosures 
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FDA  Total  Diet  Study,  July  1986-April  1991, 

Dietary  Intakes  of  Pesticides,  Selected  Elements,  and  Other  Chemicals 

ELLIS  L.  GUNDERSON 

^  ^  rw  Admins ^  nm„  nf  Plan,  mA  Dairy  Foods  and  Beverages,  Division 

„f  P,nrams  and  F»fnr«..n,«!nt  Policy  Washington,  DC  20204 


Please  address  prepublication  correspondence  to: 
Ms.  Alice  L.  Marcotte 
Technical  Editing  Branch  (HFS-668) 
Food  and  Drug  Administration 
200  C  Street,  S.W. 
Washington,  DC  20204 
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ABSTRACT 

The  U.S.  Food  and  Drug  Administration  conducts  the  Total  Diet  Study  to  determine  dietary  intakes  of 
selected  pesticides,  industrial  chemicals,  and  elements  (including  radionuclides).   The  reported  results  reflect 
the  sampling  period  from  July  1986  to  April  1991.  The  study  involves  retail  purchase  of  foods  representative 
of  the  "total  diet"  of  the  U.S.  population,  preparation  for  "table-ready"  consumption,  and  individual  analyses 
of  234  items  depicting  the  diets  of  8  population  groups.   The  diets  were  based  on  2  nationwide  food 
consumption  surveys.  The  data  presented  represent  21  food  collections  (also  termed  "market  baskets")  in 
regional  metropolitan  areas  during  the  5-year  period.   Dietary  intakes  of  nearly  120  analytes  are  presented 
for  the  8  population  groups,  which  range  from  infants  to  elderly  adults.    Intakes  of  selected  population 
groups  are  compared  with  representative  findings  from  earlier  Total  Diet  Study  sampling  periods.   As 
reported  previously,  average  daily  intakes  are  well  below  acceptable  limits. 
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2 
The  U.S.  Food  and  Drug  Administration  (FDA)  instituted  a  revised  Total  Diet  Study  in  April  1982.   At  that 
time,  major  changes  were  incorporated  into  this  program,  which  has  been  conducted  by  FDA  since  1961. 
This  paper  discusses  1986-1991  results;  findings  for  the  1982-1984  and  1984-1986  periods  have  been  reported 
previously  (1,  2).  Pesticide  findings  for  the  years  1987-1991  have  also  been  reported  (3-8). 

Purposes  of  Study 

The  Total  Diet  Study,  also  known  as  the  Market  Basket  Study,  has  been  an  important  part  of  FDA's 
monitoring  program  for  chemical  contaminants  in  the  U.S.  food  supply  for  many  years.   The  primary 
purposes  of  this  study  are  to:    (1)   estimate  the  dietary  intakes  of  pesticides,  industrial  chemicals,  toxic 
elements,  radionuclides,  and  essential  minerals,  and  (2)  compare  these  intakes  with  established  dietary  intake 
levels.   Depending  on  the  chemical  substance  being  evaluated,  these  "established"  intakes  include  Acceptable 
Daily  Intakes  (ADIs),  Provisional  Tolerable  Weekly  Intakes,  (PTWIs),  Recommended  Dietary  Allowances,  or 
Estimated  Safe  and  Adequate  Daily  Dietary  Intakes.   The  study  also  allows  FDA  to  identify  trends,  follow  up 
on  isolated  contamination  incidents,  and  check  the  effectiveness  of  U.S.  regulations  and  initiatives  relative  to 
levels  of  chemicals  in  foods.  Additionally,  the  results  serve  to  guide  FDA's  other  monitoring  programs. 

Evolution  of  Study 

The  current  study  is  the  product  of  continual  evolution  and  refinement  since  its  inception  in  1961. 
The  study's  initial  objective  was  to  determine  the  dietary  intake  of  radionuclides  resulting  from  atmospheric 
testing  of  nuclear  weapons.   However,  because  of  the  availability  of  representative  samples,  analyses  for 
selected  nutrients  and  pesticides  were  also  included  (9). 

The  original  diet,  which  reflected  quantities  consumed  by  16-  to  19-year-old  males,  was  modified  to 
meet  nutritional  goals  and  consisted  of  82  foods  divided  into  11  food  groups  (9).  This  diet  was  developed 
using  the  U.S.  Department  of  Agriculture's  (USDA's)  1955  Household  Food  Consumption  Survey  and  the 
USDA's  "Food  Plan  at  Moderate  Cost"  (9).  The  diet  was  tailored  to  theoretically  meet  recommended 
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nutritional  allowances  while  providing  for  assessment  of  maximum  chemical  contaminant  intake,  both  with 
regard  to  daily  weight  of  food  as  consumed  and  food  types  (milk,  vegetables,  grain)  likely  to  contain  the 
contaminants  sought  at  the  time.    Originally,  the  foods  were  purchased  4  limes  a  year  at  the  retail  level  in 
Washington,  DC,  prepared  for  consumption,  and  analyzed.   Later,  the  foods  were  purchased  in  different 
regions  of  the  country.   Early  in  the  program,  the  foods  were  divided  into  composite  food  groups  (e.g.,  dairy 
products,  leafy  vegetables,  etc.),  the  foods  in  each  group  were  blended  in  amounts  proportional  to  the 
weights  consumed,  and  the  composite  foods  were  analyzed  by  the  FDA  laboratory  in  the  district  that 
collected  the  samples  (9).   Subsequently,  adjustments  were  made  to  reflect  regional  food  consumption 
differences  (9),  the  annual  number  of  market  basket  collections  was  increased  to  about  30,  and  analyses  for 
certain  toxic  elements  and  industrial  chemicals  were  added. 

A  revised  adult  diet  was  adopted  in  1971  (9)  and  continued  until  April  1982.   It  was  based  on  the 
USDA's  1965  Household  Food  Consumption  Survey  and  the  1964  moderate  cost  food  plan  for  15-  to  20- 
year-old  males  (9).    Individual  diets  representing  the  western,  central,  southern,  and  eastern  areas  of  the  U.S. 
were  developed  with  appropriate  regional  variations  in  the  foods  and  their  consumption  rates. 
Approximately  120  foods  were  represented  in  12  composite  food  groups;  generally  20-30  "market  basket" 
samples  of  these  foods  were  collected  each  year.   Also,  beginning  with  fiscal  year  1971,  all  analytical  work 
(except  for  radionuclides)  was  conducted  by  the  FDA  Kansas  City  District  laboratory  (9). 

Beginning  with  fiscal  year  1975,  separate  infant  (6-month-old)  and  toddler  (2-year-old)  studies  were 
added  to  the  program.   These  diets  were  developed  on  a  regional  basis  as  described  previously.   They 
contained  approximately  50  and  110  foods,  respectively,  and  each  was  represented  by  11  composite  food 
groups  (9). 

The  Total  Diet  Study  conducted  before  April  1982  utilized  what  may  be  termed  a  "composite  sample 
approach"  regardless  of  the  diet  (adult,  infant,  or  toddler)  or  the  total  number  of  foods  involved.   Foods 
representative  of  a  particular  diet  were  purchased  at  the  retail  level,  prepared  as  for  consumption  in  a 
manner  similar  to  that  used  in  the  home  (washed,  trimmed,  boiled,  baked,  etc.),  and  divided  into  similar 
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groups  (e.g.,  dairy  products,  leafy  vegetables,  etc.).  The  individually  prepared  group  members  were  then 
composited  by  weight  in  amounts  representative  of  food  consumption  figures  determined  from  the  USDA 
dietary  survey  information.  The  analyses  for  chemical  contaminants,  while  originally  restricted  to  less  than  2 
dozen  pesticides  and  radionuclides,  were  expanded  over  the  years  to  include  a  wide  array  of  pesticides,  their 
alteration  products,  industrial  chemicals,  and  toxic  elements.   Analyses  for  certain  minerals  were  also 
incorporated.    Reports  cited  elsewhere  summarize  the  findings  of  pesticides,  industrial  chemicals,  and  toxic 
elements  in  adult,  infant,  and  toddler  diets  analyzed  using  the  composite  approach  (9). 

Revised  Study 

The  most  significant  revision  of  the  Total  Diet  Study  was  implemented  in  April  1982.  This  redesigned 
study,  based  on  updated  dietary  survey  information  and  analysis  of  individual  foods,  allows  for  assessing 
dietary  intakes  of  a  greater  number  of  age-sex  groups.  The  dietary  revision  was  based  on  2  nationwide 
surveys:  the  USDA's  1977-78  Nationwide  Food  Consumption  Survey  and  the  1976-1980  National  Center  for 
Health  Statistics'  Second  National  Health  and  Nutrition  Examination  Survey  (9).   These  surveys  covered 
approximately  50  000  participants;  over  5000  foods  were  identified.   By  use  of  an  aggregation  scheme  (10, 
11),  234  foods  were  selected  to  represent  all  5000  foods.   (Thirty-three  of  the  234  foods  are  commercially 
prepared  infant  or  junior  foods.)   Each  of  the  234  food  items  represents  a  group  of  foods  similar  in  type  and 
nutrient  content;  the  analyzed  item  is  that  group  member  consumed  in  the  greatest  amount.  Apple  pie,  for 
example,  represents  all  types  of  apple  pies  (homemade,  bakery-purchased,  frozen,  apple  with  raisin,  etc.)  and 
all  other  fruit  pies  and  pastry  with  fruit. 

Use  of  this  approach  allows  the  "total  diet"  (i.e.,  100%)  of  the  U.S.  population  to  be  represented  by  a 
relatively  small  number  of  food  items.  Without  aggregation,  approximately  500  and  900  foods  would  be 
required  to  account  for  90  and  95%  by  weight  of  the  average  diet,  respectively  (10). 

The  individual  foods  and  necessary  recipe  ingredient  items  are  purchased  by  FDA  personnel  in  retail 
markets  in  each  of  4  broad  geographic  areas  each  year.   The  sampling  dates  and  collection  areas  covered 
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during  this  5-year  reporting  period  are  shown  in  Table  1.  FDA  field  personnel  follow  a  shopping  list 
detailing  the  items  to  be  purchased.  The  foods  may  be  categorized  as  follows:  individually  analyzed  items; 
items  analyzed  individually,  but  which  are  also  ingredients  in  other  items  (e.g.,  milk);  items  which  are  used 
only  as  recipe  ingredients  and  are  not  analyzed  individually.   Detailed  listings  of  these  food  items  have  been 
published  (11). 

The  food  items  for  each  market  basket  are  collected  simultaneously  in  3  cities  of  1  of  the  4 
geographic  areas  over  a  4-week  period  and  are  shipped  to  the  Total  Diet  Laboratory  in  Kansas  City,  MO 
(current  location,  Lenexa,  KS).   Seasonal  items  are  collected  in  the  appropriate  city  when  they  become 
available.   After  preparation  according  to  specific  instructions  (11),  the  3  like  food  items  collected  in  different 
locations  are  combined,  yielding  the  234  cooked  or  otherwise  table-ready  food  items  to  be  analyzed.  The 
degree  of  preparation  varies  from  that  easily  done  in  the  laboratory  (e.g.,  peeling  bananas)  to  the  more 
complex  preparation  of  recipe  items  (e.g.,  homemade  beef  and  vegetable  stew).  The  majority  of  the  food 
preparation  and  all  of  the  cooking  is  performed  by  a  kitchen  under  contract  to  FDA. 

The  individual  items  in  each  market  basket  sample  are  then  analyzed  for  residues  of  nearly  200 
pesticides  plus  many  industrial  chemical  contaminants,  such  as  polychlorinated  biphenyls  (PCBs),  and  'toxic" 
elements  and  essential  minerals  (mercury,  lead,  cadmium,  arsenic,  selenium,  zinc,  copper,  iron,  magnesium, 
manganese,  potassium,  phosphorus,  calcium,  sodium,  and  iodine).   Most  of  the  analyses  employ  multiresidue 
analytical  methods;  S  different  methods  are  used  for  pesticides.   These  analytical  methods  and  the  analytes 
determined  are  cited  elsewhere  (9).   Analyses  of  the  individual  items  of  1  market  basket  sample  are 
conducted  annually  for  the  radionuclides  strontium-90,  cesium-137,  iodine- 131,  and  ruthenium- 106  at  the 
FDA  Engineering  and  Analytical  Center,  Winchester,  MA;  the  most  recent  findings  have  been  discussed  by 
Cunningham  et  al.  (12).   Only  Total  Diet  Study  results  for  pesticides,  industrial  chemicals,  and  selected 
elements  are  reported  in  this  paper. 

Total  Diet  Study  analyses  are  performed  on  foods  prepared  for  consumption  rather  than  on  raw, 
unwashed  commodities,  as  is  the  case  in  most  FDA  monitoring  for  enforcement  of  tolerances  or  other 
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regulatory  limits.   Therefore,  because  food  preparation  may  reduce  levels  of  pesticide  or  other  chemical 
residues,  the  analytical  procedures  used  in  the  Total  Diet  Study  are  modified  to  permit  quantitation  at  levels 
5-10  times  lower  than  those  used  in  FDA  programs  for  enforcement  of  regulatory  limits.   (A  greater 
equivalent  sample  weight  is  submitted  to  the  final  determinative  step.)   Identities  of  pesticide  and  other 
organic  chemical  residues  are  confirmed  by  alternative  technique(s),  such  as  thin-layer  chromatography,  mass 
spectrometry,  element-selective  detectors,  etc.   A  continuing  quality  assurance  program  is  carried  out;  it 
includes  frequent  analyses  of  'blank"  samples  and  fortified  control  test  samples.  For  all  methods  involving 
organic  analyses,  a  minimum  of  1  reagent  blank  is  determined  per  20  analyses;  recovery  determinations  are 
conducted  at  the  rate  of  1  in  7-10  analyses,  depending  on  methodology.   Similar  requirements  apply  to 
elemental  analyses. 

The  dietary  intakes  of  the  various  analytes  are  then  calculated  for  the  8  population  groups  from  the 
levels  found  in  each  of  the  foods. 


Findings 


The  sampling  dates  and  collection  areas  for  the  21  market  baskets  covered  during  the  5-year  reporting 
period  are  listed  in  Table  1.  Each  of  the  4  geographic  areas  previously  mentioned  is  represented  by  5-6 
regional  collections  (15-18  individually  collected  market  baskets)  in  the  5-year  period. 

Pesticides  and  Industrial  Chemicals 

Of  the  nearly  300  organic  chemicals  that  can  be  determined  by  the  analytical  procedures  used  (9),  an 
average  of  63  different  pesticides  and  industrial  chemicals  were  found  in  each  market  basket  of  234  foods.  In 
the  entire  5-year  period,  113  different  pesticide,  pesticide-related,  and  industrial  chemical  residues  were 
found;  their  dietary  intakes  are  given  in  Table  2.  The  most  frequently  found  organic  chemical  residues  are 
listed  in  Table  3,  together  with  the  total  number  of  findings  and  the  percent  incidence  of  occurrence  based 
on  the  total  of  4914  individual  food  samples  analyzed. 
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Table  2  shows  the  mean  daily  intake/unit  of  body  weight  (/Jg/kg  of  body  weight/day)  of  the  pesticides 
and  industrial  chemicals  found.   The  mean  body  weights  for  the  8  population  groups  are  9  kg  (6-11  months), 
13  kg  (2  years),  54  kg  (14-16  year  females),  60  kg  (14-16  year  males),  60  kg  (25-30  year  females),  76  kg 
(25-30  year  males),  64  kg  (60-65  year  females),  76  kg  (60-65  year  males).  These  daily  intakes  per  unit  of 
body  weight  may  be  compared  with  ADIs  established  by  scientific  experts  who  attend  annual  joint  meetings 
of  the  United  Nations'  Food  and  Agriculture  Organization  and  the  World  Health  Organization  (FAO/WHO) 
to  evaluate,  among  other  things,  the  toxicity  of  pesticides.  The  ADI  is  the  daily  amount  of  a  chemical  which 
can,  over  an  entire  lifetime,  be  consumed  without  appreciable  risk  (13).  Current  ADIs  (14)  and  the 
percentage  of  the  ADI  based  on  the  daily  intake  of  the  14-16  year  male  are  listed  in  Table  2.   Note  that 
ADIs  are  not  established  for  all  chemicals  and  that  some  ADIs  include  several  chemicals  which  may  be 
related  because  of  their  formation  during  manufacturing  or  as  a  result  of  environmental  degradation  (e.g., 

endosulfan). 

■ 

The  daily  intakes  reported  in  Table  2  were  calculated  on  the  basis  of  concentration  levels  uncorrected 
for  analytical  recoveries,  which  generally  equal  or  exceed  80%.    Although  the  limit  of  quantitation  varies 
with  the  chemical  and  food  item,  it  is  generally  on  the  order  of  0.001  ppm  or  less  for  compounds  comprised 
of  a  single  chemical  entity.    (Residues  consisting  of  a  mixture  of  related  chemicals,  e.g.,  toxaphene,  generally 
have  much  higher  limits  of  quantitation.)     Chemicals  whose  identities  were  confirmed,  but  which  were 
present  at  levels  below  the  limit  of  quantitation,  were  considered  to  be  "trace"  values.   In  the  calculation  of 
organic  chemical  intakes,  such  trace  findings  were  assigned  values  estimated  by  the  laboratory.   Results  of 
analyses  in  which  no  residues  were  detected  were  equated  to  zero  in  the  calculation  of  intakes. 

Elements 

The  average  daily  intakes  of  4  elements  for  the  8  population  groups  are  presented  in  Table  4.   The 
concentration  levels  used  in  calculating  intakes  were  not  corrected  for  analytical  recoveries.   Trace  levels 
were  assigned  values  as  described  above.    Results  of  analyses  in  which  no  residues  were  detected  were 
treated  as  above.   Tolerable  intake  limits  are  also  shown.   For  the  toxic  elements  cadmium,  lead,  and 
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mercury,  the  Provisional  Tolerable  Daily  Intakes  (PTDIs)  are  listed.  The  PTDIs  were  derived  from  the 
FAO/WHO  PTWls;  these  are  maximum  intakes  reflecting  dietary  and  other  sources  (e.g.,  air)  that  appear  to 
be  without  appreciable  risk  (13,  15).  In  the  case  of  lead,  the  FDA  proposed  Provisional  Tolerable  Total 
Intake  Levels  (PTTILs)  and  representative  intakes  (expressed  in  /ig/day)  are  also  briefly  addressed  below. 

Total  Diet  analyses  determine  total  arsenic,  both  organic  and  inorganic.   No  maximum  tolerable 
intake  has  been  set  for  organic  arsenic,  although  the  FAO/WHO  has  estimated  a  PTDI  for  ingested 
inorganic  arsenic  of  about  2  /ig/kg  body  weight  (16). 

Findings  of  11  nutritional  elements  determined  via  the  Total  Diet  Study  have  been  published  (17). 

Discussion 

The  daily  dietary  intakes  for  analytes  historically  showing  relatively  consistent  findings  or  trends  (e.g., 
total  DDT,  dieldrin,  lead)  may  significantly  differ  from  intakes  determined  prior  to  the  1982  redesign  of  the 
Total  Diet  Study.   Such  intake  fluctuations  may  result  from  the  different  approaches  used.  Examples  of 
changes  in  the  Total  Diet  Study  contributing  to  this  effect  include  design  of  diets  (items  included  and  their 
weight  representation);  analysis  of  individual  foods  versus  analysis  of  composites,  which  effectively  reduces 
quantitation  limits  for  determining  residues  present  in  the  individual  food;  use  of  different  or  additional 
analytical  methods  which  may  have  affected  recovery  values  or  increased  capability  of  residue  detection. 

A  comparison  of  daily  intakes  (/ig/kg  body  weight/day)  for  selected  chemicals  during  the  1982-84, 
1984-86  and  1986-91  periods  is  shown  in  Table  5.   Particularly  noteworthy  is  the  reduction  in  lead  intakes, 
which  reflects  in  large  part  the  then-diminishing  use  of  lead  solder  in  food  cans.   (By  1992,  the  use  of  lead 
solder  in  food  cans  in  the  U.S.  had  been  virtually  eliminated,  resulting  in  further  reduction  of  dietary  lead 
intake.) 

Table  6  shows  the  number  of  different  organic  residues  related  to  pesticides  and  industrial  chemicals 
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found  in  the  entire  5-year  period  in  individual  food  items  exhibiting  the  greatest  residue  variety.  The 
information  in  Table  6  illustrates  certain  product-related  residue  patterns.   For  example,  in  the  21  samples  of 
dry  roasted  peanuts  analyzed  during  this  period,  18  different  organic  residues  were  detected,  with  a  mean  of 
12  different  residues  per  basket.   In  contrast,  31  different  organic  residues  were  detected  in  the  21  boiled 
collard  samples,   with  a  mean  of  only  6  different  residues  per  basket.  Thus,  collards  exhibit  a  variable 
residue  profile  and  a  much  greater  residue  variety  than  dry  roasted  peanuts.   Residue  profiles  of  peanuts  and 
peanut  butter  are,  by  comparison,  predictably  consistent.  The  high  incidence  and/or  variety  of  residues  in 
leafy  vegetables  or  peanuts  is  substantiated  by  previous  Total  Diet  Study  findings  (1,  2)  and  by  results  of 
other  FDA  monitoring  (3-8,  18,  19)  and  occurs  because  of  these  crops'  growth  characteristics  and/or  the 
type(s)  of  pesticides  applied  for  control  of  a  wide  variety  of  pests.   In  the  case  of  peanuts  and  peanut  butter, 
6  of  as  many  as  18  different  residues  can  be  attributed  to  1  pesticide  (quintozene),  its  impurities,  and 
degradation  products.   Most  of  the  quintozene-related  compounds  were  detected  in  almost  all  of  the  42 
peanut  and  peanut  butter  samples. 

As  Table  2  shows,  none  of  the  daily  intakes  approached  established  FAO/WHO  ADIs.   Dieldrin  was 
closest  with  an  intake  averaging  about  3%  of  the  ADI  for  the  male  teen  age  and  young  adult  male 
population  groups.   Note  the  dramatic  decrease  in  intake  from  6  and  5%,  respectively,  when  compared  to  the 
1984-86  period  (2). 

The  dietary  intake  information  presented  in  Tables  7  and  8  illustrates  that  for  a  number  of  analytes, 
the  majority  of  the  daily  intake  is  derived  from  a  relatively  small  number  of  foods.   This  is  true  for  a  number 
of  analytes  found  in  a  wide  variety  of  foods,  as  shown  in  Table  7.  The  data  demonstrate  that  in  these 
instances,  relatively  few  foods  contribute  a  high  percentage  of  the  total  daily  intake.   Major  food  types  are 
indicated.  Table  8  provides  examples  of  intakes  of  analytes  found  in  few  foods  and  contributions  of  specific 
food(s).  The  majority  of  the  intakes  for  these  analytes  arises  from  only  1-5  foods  out  of  a  total  of  only  3  to 
14  "adult"  foods  with  measurable  residues.   These  findings  generally  represent  uses  of  pesticides  on  a  limited 
number  of  crops. 
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Table  9  lists  the  22  food  items  in  which  no  organic  pesticide-related  residues  were  detected.   Note 
that  many  of  these  items  are  beverages. 

Assessment  of  pesticide  residue  levels  in  individual  foods  reveals  that  none  of  the  residues  approached 
tolerances  applicable  to  raw  agricultural  commodities  or  processed  foods;  such  tolerances  are  established  by 
the  U.S.  Environmental  Protection  Agency  (EPA)  (20).  This  is  also  true  for  PCB  residues  in  foods  of 
animal  origin;  the  levels  detected  were  below  tolerances  established  by  FDA  (21). 

Total  arsenic  intakes  (expressed  as  elemental  As)  are  well  below  the  estimated  PTDI.   Use  of  the 
PTDI  for  mean  daily  intake  comparisons  is  conservative.   In  food,  arsenic  occurs  primarily  in  organic  forms; 
these  are  relatively  non-toxic  and  represent  inconsequential  hazards/risks  in  comparison  to  the  tri  and 
pentavalent  inorganic  forms. 

Dietary  intakes  of  cadmium  and  mercury  do  not  closely  approach  their  PTDIs.  It  should  be  noted 
that  for  lead,  daily  intakes  for  the  6-11  month  infant  and  the  2-year  child,  respectively,  are  well  below  the 
PTDI  (see  Table  4).   The  PTDI  reflects  exposure  from  all  sources. 

FDA  recently  proposed  PTTILs  for  lead  pertaining  to  various  population  groups  (22).  These  levels 
are  applicable  to  exposure  from  ingestion  only.   The  PTTILs  for  young  children  (0-6  years)  and  adults  (not 
including  pregnant  and  lactating  women)  are  6  and  75  /xg/day,  respectively.   Daily  lead  intakes  for  this 
reporting  period  were  3,  4  and  8  /ig/day  for  the  6-11  month  infant,  2  year  child,  and  25-30  year  male 
population  groups,  respectively.   These  values  compare  favorably  with  FDA's  PTTILs;  current  lead  intakes 
are  somewhat  lower.   The  dramatic  reduction  in  dietary  lead  intakes  is  attributable  to  elimination  of  lead- 
soldered  cans  in  domestic  food  packaging  and  other  factors,  such  as  use  of  unleaded  gasoline. 

Summary  and  Conclusion 

In  the  21  market  baskets  collected  during  this  5-year  reporting  period,  a  total  of  113  pesticide, 
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pesticide-related  and  industrial  chemicals  were  encountered,  compared  with  nearly  300  that  can  be  detected 
by  the  analytical  methods  utilized.  An  average  of  63  pesticide  and  industrial  chemical  residues  were  found 
per  market  basket.  The  most  frequently  found  organic  residues  were  malathion,  an  insecticide  widely  used 
on  fruits,  vegetables,  and  stored  products  such  as  grains,  and  DDE,  an  environmentally  persistent  metabolite 
of  DDT.  The  levels  of  most  pesticide  residues  found  were  orders  of  magnitude  lower  than  residue 
tolerances  applicable  to  raw  agricultural  commodities  established  by  EPA;  this  may  be  partially  attributed  to 
the  reductive  effect  of  food  preparation,  such  as  cooking  and  washing,  on  residue  levels.   Dietary  intakes 
were  far  below  established  ADls. 

Although  dietary  intakes  reported  prior  to  1982-1984  cannot  be  compared  directly  with  these  findings, 
it  is  apparent  that  intakes  of  persistent  chlorinated  pesticides  have  declined  steadily  since  cessation  of  their 
agricultural  uses  1  to  2  decades  ago.  This  is  best  typified  by  dieldrin,  the  only  pesticide  to  ever  approach  its 
ADI.  Today,  dieldrin  intakes  are  only  a  few  percent  of  what  they  were  20  years  ago. 

Even  though  the  intakes  of  persistent  chlorinated  pesticides  and  PCBs  have  declined  dramatically, 
their  residues  continue  to  occur  at  low  levels.   This  is  particularly  true  for  foods  of  animal  origin.  Although 
not  pervasive,  low-level  residues  of  more  recently  developed  pesticides  are  often  detected.   The  Total  Diet 
Study  continues  to  provide  a  final  check  on  the  effectiveness  of  the  U.S.  pesticide  regulatory  system. 
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Table  1.   FDA  Total  Diet  food  item  collections 


Collection  No. 

Date 

Location 

1  (17)° 

July  1986 

Spokane,  WA; 
Albuquerque,  NM; 
Denver,  CO 

2(18) 

October  1986 

Albany,  NY; 
Providence,  RI; 
Pittsburgh,  PA 

3(19) 

January  1987 

Fargo,  ND; 
Omaha,  NB; 
Memphis,  TN 

4(20) 

April-May  1987 

Brownsville/Harlingen/San  Benito, 
Birmingham,  AL; 
Baton  Rouge,  LA 

TX; 

5(21) 

July-August  1987 

Portland,  OR; 
Fresno,  CA; 
Phoenix,  AZ 

6(22) 

October  1987 

Milwaukee,  WI; 
Indianapolis,  IN; 
Peoria,  IL 

7  (23) 

January  1988 

Baltimore,  MD; 
Charleston,  SC; 
Tallahassee,  FL 

8(24) 

March-April  1988 

Reno,  NV; 
Pueblo,  CO; 
El  Paso,  TX 

9(25) 

June-July  1988 

Syracuse,  NY; 
Bergen  Co.  NJ 
Manchester,  NH 

10  (26) 

August-September  1988 

Jackson,  MS; 
Columbus,  GA; 
Ponce,  PR 

11  (27) 

November-December  1988 

Akron,  OH; 
Battle  Creek,  MI; 
Lincoln,  NB 

12  (28) 

January-February  1989 

Nassau/Suffolk,  NY; 
Paterson/Clifton/Passaic,  NJ 
Washington,  DC 
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13  (29) 

April-May  1989 

Oxnard/Simi  Valley/Ventura,  CA; 
Reno,  NV; 
Great  Falls,  MT 

14  (30) 

July  1989 

Amarillo,  TX; 
Greenville,  SC; 
Biloxi,  MS 

15  (31) 

September-October  1989 

Worcester,  MA; 
Binghamton,  NY; 
Allentown/Bethlehem/Easton,  PA 

16  (32) 

January-February  1990 

Yakima,  WA; 
Las  Vegas,  NV; 
Phoenix,  AZ 

17  (33) 

April  1990 

Orlando,  FL; 
Knoxville,  TN 
New  Orleans,  LA 

18  (34) 

June-July  1990 

Minneapolis,  MN; 
Springfield,  IL; 
Springfield,  MO 

19  (35) 

September  1990 

Youngstown,  OH 
Springfield,  MA; 
Harrisburg,  PA 

20  (36) 

November  1990-January  1991 

Atlanta,  GA; 

Tampa/St.  Petersburg,  FL; 

Houston,  TX 

21  (37) 

April  1991 

Green  Bay,  WI; 
Detroit,  MI; 
Des  Moines,  IA 

"Figure  shown  parenthetically  indicates  cumulative  collection  number  subsequent  to  1982  revision 
of  the  Total  Diet  Study. 
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Table  3.   Frequency  of  Occurrence  of  Pesticide  Residues  in  Total  Diet  Study  (1986-1991) 


Pesticide 


Total  No.  of  Findings* 


Occurrence,  % 


Malathion 

DDE,  EJ2' 

Diazinon 

Chlorpyrifos 

Chlorpyrifos-methyl 

Dieldrin 

Endosulfanb 

Methamidophos 

Hexachlorobenzene 

Dicloran 

Chlorpropham 

Heptachlor  epoxide 

Lindane 

Carbaryl0 

Acephate 

Dimethoate 

Ethion 


981 
806 
539 
440 
440 
419 
343 
284 
278 
237 
197 
188 
185 
169 
167 
138 
115 


20 

16 

11 

9 

9 

8 

7 

6 

6 

5 

4 

4 

4 

3 

3 

3 

2 


a  Based  on  4914  items. 

b  Includes  endosulfan  I,  endosulfan  II,  and  endosulfan  sulfate. 

c  Reflects  overall  incidence;  however,  only  72  selected  foods  per  market  basket  (i.e.,  1512 
total  items)  were  analyzed  for  N-methylcarbamates. 
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Table  6.   Number  of  different  organic  residues  in  selected  Total  Diet  foods  (1986-91) 


Total  no. 

Mean  no.  of 

of  different 

different 

Food  item 

residues 

residues/basket 

Collards  (fresh/frozen),  boiled 

31 

6 

Peaches,  raw 

31 

6 

Cucumbers,  raw,  pared 

28 

6 

Squash,  summer  (fresh/frozen),  boiled 

28 

6 

Spinach  (fresh/frozen),  boiled 

28 

7 

Cherries,  sweet,  raw 

26 

5 

Strawberries,  raw 

23 

5 

Raisins 

23 

5 

Sweet  peppers,  green,  raw 

22 

6 

Squash,  winter  (Hubbard/acorn),  fresh/frozen, 

22 

3 

boiled 

Grapes  (purple/green),  raw 

22 

4 

Pears,  raw 

21 

4 

Apples,  red  with  peel,  raw 

20 

6 

Baked  potatoes  with  peel 

20 

4 

Lettuce,  raw 

19 

3 

Celery,  raw 

19 

6 

Plums,  purple,  raw 

19 

3 

Peanuts,  dry  roasted  in  jar,  salted 

18 

12 

Beans,  snap  green  (fresh/frozen),  boiled 

18 

3 

Potato  chips 

17 

3 

Tomatoes,  raw 

17 

4 

Hamburger,  V*  lb,  on  white  roll  with  garnish 

17 

5 

Beef  and  vegetable  stew,  homemade 

17 

3 

Scalloped  potatoes 

17 

3 

Boiled  potatoes  without  peel 

17 

2 

Broccoli  (fresh/frozen),  boiled 

16 

2 

Pizza,  cheese,  frozen,  commercial,  heated 

16 

5 

Peanut  butter,  creamy 

16 

10 

Meatloaf,  beef,  homemade 

16 

3 

Pumpkin  pie,  frozen,  heated 

16 

6 

Pickles,  dill,  bottled 

16 

4 

Cantaloupe,  raw 

16 

3 

Radishes,  raw 

15 

2 
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Table  9.  Total  Diet  food  items  in  which  no  organic  pesticide-related  residues 
were  detected  (1986-1991) 


Bananas  and  pineapple  with  tapioca  (st/jr)a 

Beef  bouillon,  canned,  reconstituted  with  water 

Coffee  beverage,  prepared  from  instant 

Coffee  beverage,  prepared  from  instant,  decaffeinated 

Corn,  canned 

Corn,  cream  style,  canned 

Corn  flakes 

Cream  substitute,  powdered 

Infant  formula,  milk-based  without  iron,  canned,  ready-to-serve 

Margarine,  stick  type 

Peas,  green,  canned 

Peas  (st/jr) 

Pineapple,  canned  in  juice  pack 

Pineapple  juice,  canned 

Pudding/custard,  any  flavor  (st/jr) 

Salad  dressing,  Italian,  bottled 

Soda,  sweetened,  cola  type,  canned 

Soft  drink,  made  from  powder,  cherry  flavor,  presweetened 

Sugar,  white,  granulated 

Syrup,  pancake,  bottled 

Water 

Whiskey,  80  proof     . 

^t/jr  =  strained/junior " 
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FDA  Monitoring  Program 

Three  federal  government  agencies  share  responsibil- 
ity for  the  regulation  of  pesticides  ( 1 ).  The  Environ- 
mental Protection  Agency  (EPA)  registers  (i.e., 
approves)  the  use  of  pesticides  and  sets  tolerances 
(the  maximum  amount  of  a  residue  that  is 
permitted  in  or  on  a  food)  if  use  of  that  particular  pesti- 
cide may  result  in  residues  in  or  on  food  (2).  Except  for 
meat,  poultry,  and  certain  egg  products,  for  which  the 
Food  Safety  and  Inspection  Service  (FS1S)  of  the  U.S. 
Department  of  Agriculture  (USDA)  is  responsible,  FDA  is 
charged  with  enforcing  tolerances  in  imported  foods 
and  in  domestically  produced  food  shipped  in  inter- 
state commerce.  FDA  also  acquires  incidence/level 
data  on  particular  commodity/pesticide  combinations 
and  carries  out  its  annual  market  basket  survey,  the 
Total  Diet  Study.  In  1990,  USDA's  Agricultural  Marketing 
Service  (AMS)  initiated,  through  contracts  with  partici- 
pating states,  a  residue  testing  program  directed 
primarily  at  raw  agricultural  products  (fruits  and 
vegetables).  FSIS  and  AMS  pesticide  residue  data  are 
reported  independently  by  those  agencies. 

Regulatory  Monitoring 

One  aspect  of  FDA's  monitoring  program  involves  the 
sampling  of  individual  lots  of  domestically 
produced  and  imported  foods  and  analysis  of  these 
foods  for  pesticide  residues.  Domestic  samples  are  col- 
lected as  close  as  possible  to  the  point  of  production  in 
the  distribution  system;  import  samples  are  collected 
at  the  point  of  entry  into  U.S.  commerce  Emphasis  is 
on  the  raw  agricultural  product,  which  is  analyzed  as 
the  unwashed,  whole,  raw  commodity,  that  is,  with  the 
peel  or  skin  intact  Processed  foods  are  also  included.  If 
illegal  residues  (above  EPA  tolerance  or  no  tolerance 
for  that  particular  food/pesticide  combination)  are 
found  in  domestic  samples,  FDA  can  invoke  various 
sanctions,  such  as  a  seizure  or  injunction.  For  imports, 
shipments  may  be  stopped  at  the  port  of  entry  when 


illegal  residues  are  found.  "Automatic  detention"  may 
be  invoked  for  imports  based  on  the  finding  of  1  viola- 
tive shipment  if  there  is  reason  to  believe  that  the 
same  situation  will  exist  in  future  lots  during  the  same 
shipping  season  for  a  specific  shipper,  grower,  geo- 
graphic area,  or  country. 

The  food  samples  collected  are  classified  as  either 
"surveillance"  or  "compliance."  Most  samples  that  FDA 
collects  are  the  surveillance  type;  that  is,  there  is  no 
prior  knowledge  or  evidence  that  a  specific  food  ship- 
ment contains  illegal  pesticide  residues.  Compliance 
samples  are  taken  as  follow-up  to  the  finding  of  an  ille- 
gal residue  or  when  there  is  other  evidence  of  a  pesti- 
cide residue  problem. 

FDA  establishes  monitoring  priorities  through 
development  of  an  annual  National  Sampling  Plan, 
which  is  a  compilation  of  6  Regional  Sampling  Plans  pre- 
pared by  FDA  personnel  throughout  the  United  States. 
Each  annual  Plan  is  designed  to  provide  for  sampling 
and  pesticide  residue  analyses  of  domestic  and  import- 
ed foods  of  dietary  importance,  including  products  from 
approximately  80  countries,  all  50  states,  and  Puerto 
Rico.  Some  deviations  from  the  Plan  may  occur  depend- 
ing on  circumstances  in  the  individual  FDA  Districts 

Factors  considered  in  preparing  the  Sampling  Plan 
include  review  of  recently  generated  FDA  residue  data 
and  those  produced  by  the  states,  regional  intelligence 
on  pesticide  use,  dietary  importance  of  the  food,  infor- 
mation on  the  amount  of  imported  food  and  domestic 
food  that  enters  interstate  commerce,  chemical  charac- 
teristics and  toxicity  of  the  pesticide,  and  production 
volume/pesticide  usage  patterns. 

ANALYTICAL  METHODS 

To  analyze  the  large  numbers  of  samples  whose  pesti- 
cide treatment  history  is  usually  unknown,  analytical 
methods  capable  of  simultaneously  determining  a 
number  of  pesticide  residues  are  used.  These  mul- 
tiresidue  methods  (MRMs)  can  determine  about  half  of 
the  approximately  300  pesticides  with  EPA  tolerances, 
and  many  others  that  have  no  tolerances.  The  most 
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commonly  used  MRMs  can  also  detect  many  metabo- 
lites, impurities,  and  alteration  products  of  pesticides 
with  and  without  tolerances  (3). 

Single  residue  methods  (SRMsl  or  selective  MRMs 
are  used  to  determine  pesticides  not  covered  by  an 
MRM  13)  An  SRM  usually  determines  I  pesticide;  a 
selective  MRM  measures  a  relatively  small  number  of 
chemically  related  pesticides.  These  types  of  methods 
are  usually  more  resource-intensive  per  residue,  and 
they  may  require  at  least  as  much  time  to  perform  as  an 
MRM  They  are  much  less  cost  efficient  than  MRMs 

The  lower  limit  of  residue  measurement  in  FDA's 
determination  of  a  specific  pesticide  is  usually  well  below 
tolerance  levels,  which  generally  range  from  0  I  to  50 
parts  per  million  Ippml.  Residues  present  at  0  01  ppm 
and  above  are  usually  measurable;  however,  for  individ- 
ual pesticides,  this  limit  may  range  from  0  005  to  I  ppm 
In  this  report,  the  term  "trace"  is  used  to  indicate  residues 
detected,  but  at  levels  below  the  limit  of  quantitation 

FDA/STATE  COOPERATION 

Personnel  in  FDA  field  offices  interact  with  their  coun- 
terparts in  most  states  to  carry  out  more  effective  pesti- 
cide residue  monitoring  The  extent  of  these  coopera- 
tive efforts  varies  among  the  states  and  depends  on 
the  size  and  scope  of  the  pesticide  program  in  the  indi- 
vidual states,  i.e.,  states  in  which  agriculture  is  a  major 
industry  tend  to  have  greater  resources  and  more  per- 
sonnel devoted  to  agriculture-related  programs. 

FDA  also  acquires  and  uses  state-generated  pesti- 
cide residue  data  to  complement  its  own  and  other 
federally  sponsored  residue  programs  For  many  years, 
FDA  has  supported,  through  a  contract  with  Mississippi 
State  University  IMSUI,  the  "Foodcontam"  database, 
which  is  a  compilation  of  state-collected  residue  data. 

ANIMAL  FEEDS 

In  addition  to  monitoring  foods  for  human  consump- 
tion, FDA  also  samples  and  analyzes  domestic  and 
imported  feeds  for  pesticide  residues  This  monitoring 


is  carried  out  under  the  direction  of  FDA's  Center  for 
Veterinary  Medicine  (CVMI  via  its  Feed  Contaminants 
Compliance  Program 

CVM  also  reviews  pesticide  residue  data  supplied 
by  various  states  under  "Feedcon,"  a  database  operat- 
ed by  MSU  under  the  auspices  of  the  Association  of 
American  Feed  Control  Officials.  These  data  are 
reviewed  periodically  by  CVM  so  that  potential  prob- 
lems stemming  from  pesticide  residues  in  foods  of  ani- 
mal origin  may  be  identified 

INTERNATIONAL  ACTIVITIES 

FDA  has  obtained  information  on  foreign  pesticide 
usage  via  contract  for  several  years  Under  the  current 
contract  with  Landell  Mills  iBath,  Englandl,  FDA 
receives  pesticide  usage  data  each  year  for  about  30 
countries  that  export  food  to  the  United  States  These 
data  allow  FDA  to  more  accurately  target  particular  pes- 
ticide/commodity/country combinations  for  monitoring 

In  1993,  FDA  continued  to  work  with  foreign 
governments  and  food  producers  to  promote  pesticide 
usage  practices  for  foreign-grown  foods  that  are  consis- 
tent with  US  registrations  and  tolerances  In  some  of 
these  activities,  FDA  worked  closely  with  staffs  from 
EPA,  USDA,  and  the  Agency  for  International 
Development  (AID)  to  assist  foreign  producers  and 
governments  in  developing  countries  in  understanding 
the  US  pesticide  regulatory  system  and  in  establishing 
their  own  pesticide  regulatory  infrastructure. 

These  programs  were  focused  primarily  on  Central 
America  The  activities  included  work  with  Guatemalan 
government  and  industry  officials  to  establish  pesticide 
usage  control  and  oversight  for  snowpeas  and  other 
vegetables  to  ensure  better  compliance  of  Guatemalan 
exports  with  US  tolerances  In  addition,  a  multiagency 
effort  by  FDA,  EPA.  and  AID  was  continued  throughout 
Central  America  to  establish  new  analytical  laboratories 
and  improve  existing  ones  so  that  Central  American 
food  exports  to  the  United  States  and  elsewhere  could 
be  monitored  for  compliance  with  residue  tolerances 
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33.0% 


65,8 


5.6*s 


0.1%  Violative 


Grains/Grain  Products 
421  Samples 


94. 3% 


Milk/Dairy  Products/Eggs 
806  Samples 


46.6' 


53.3% 


Rsh/Shelffisft 
947  Samples 


28.2% 


53.2'^ 


Vegetables 
2100  Samples 


70.0% 


Other 
145  Samples 


83.4s, 


17.4* 


81,3% 


Grains/Grain  Products 
310  Samples 


3.1 


Violative 


96.9% 


Milk/Dairy  Products/Eggs 
226  Samples 


15.8% 


0%  Violative 


84.2% 


Fish/  Shellfish 
444  Samples 


36.1  r 


Fruits 
2261  Samples 


60.6" 


27.7% 


Violative 


68.4* 


Vegetables 
2813  Samples 


13.2% 


81. 2% 


Other 
409  Samples 
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TABLE  1.   FOREIGN  COUNTRIES  AND  NUMBER  OF  SAMPLES3  COLLECTED 
AND  ANALYZED  IN   1993 


Country 


Mexico 

Chile 

Canada 

Thailand 

The  Netherlands 

Italy 

China,  People's  Rep.  of 

Guatemala 

Dominican  Republic 

New  Zealand 

Costa  Rica 

Spain 

Honduras 

India 

Colombia 

Jamaica 

Argentina 

Belgium 

Greece 

Ecuador 

Brazil 

Peru 

Taiwan 

Indonesia 

Turkey 

Korea.  Rep.  of 

Venezuela 

Germany 

Japan 

Australia 

Israel 

France 

United  Kingdom 

Portugal 

Trinidad  &  Tobago 

Philippines 

Hong  Kong 

Denmark 

Uruguay 

Haiti 

El  Salvador 

Lebanon 

Pakistan 

Grenada 

Panama 

Hungary 

Poland 

Austria 

Morocco 

Iceland 

Singapore 

Nicaragua 

Switzerland 

Egypt 

Unspecified 


No.  of  Samples 

Country 

1820 

Ten  or  fewer  samples  collected  from  the  following: 

612 

Bahamas 

368 

Bangladesh 

271 

Barbados 

268 

Belize 

241 

Bolivia 

234 

Bosnia-Herzegovina 

212 

British  Indian  Ocean  Terr. 

177 

British  Virgin  Islands 

173 

Bulgaria 

164 

Burma 

164 

Cayman  Islands 

154 

Croatia 

126 

Czechoslovakia 

118 

Dem.  People's  Rep.  of  Korea 

103 

Ethiopia 

93 

Faeroe  Islands 

87 

Fiji 

69 

Finland 

62 

Ghana 

61 

Greenland 

59 

Guyana 

59 

Ireland 

58 

Ivory  Coast 

58 

Jordan 

52 

Kenya 

49 

Liberia 

48 

Liechtenstein 

47 

Lithuania 

46 

Luxembourg  - 

44 

Macedonia 

40 

Madagascar 

40 

Malawi 

38 

Malaysia 

38 

Mozambique 

37 

Netherlands  Antilles 

29 

Nigeria 

27 

Norway 

26 

Oman 

24 

Papua  New  Guinea 

22 

Russia 

22 

Saudi  Arabia 

21 

Slovenia 

19 

South  Africa 

18 

Soviet  Union  (former) 

17 

Sri  Lanka 

17 

St.  Helena 

16 

St.  Lucia 

16 

Surinam 

15 

Sweden 

14 

Tanzania 

13 

Tonga 

13 

Yugoslavia  (former) 

12 

17 

a  Surveillance  plus  compliance  samples. 
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TABLE  2.  (cont'd)  PESTICIDES  DETECTABLE  BY  THE  METHODS  USED  AND 
PESTICIDES  FOUND  (*)  IN  1993  REGULATORY  MONITORING3" 


Pesticide 


Pesticide 


Pesticide 


Pesticide 


Cypermethrin* 

Cyprazine 

Daminozide 

DCPA* 

DDT* 

DEF» 

Deltamethrin 

Deltamethrin,  trans 

Demeton  * 

Dialifor 

Di-allate 

Diazinon* 

Dicamba 

Dichlobenil* 

Dichlofenthion 

Dichlofluanid 

Dichlone 

Dichlorvos* 

Diclobutrazol 

Diclofop-methyl 

Dicloran* 

Dicofol* 

Dicrotophos* 

Dieldnn* 

Diethatyl-ethyl 

Dimethachlor 

Dimethametryn 

Dimethoate* 

Dimtramine 

Dinobuton 

Dinocap 

Dioxabenzofos 

Dioxacarb 

Dioxathion 

Diphenamid 

Diphenylamine* 

Disulfoton" 

Diuron 

Edifenphos 

Endosulfan* 

Endrin* 

EPN* 

EPTC 

Esfenvalerate* 

Etaconazole 

Ethalfluralin 

Ethiofencarb 

Ethion* 

Ethofumesate 

Ethoprop* 

Ethoxyquin 

Ethylenebisdithiocarbamat.es-" 

Ethylene  dibromide 

Ethylene  dichloride 

Etndiazole 

Etrimfos 


Famphur 

Fenamiphos 

Fenanmol 

Fenbuconazole 

Fenfuram 

Fenitrothion* 

Fenobucarb 

Fenoxaprop  ethyl  ester 

Fenoxycarb 

Fenpropathnn 

Fenpropimorph 

Fenson 

Fensulfothion 

Fenthion- 

Fenvalerate 

Flamprop-M-isopropyl 

Flamprop-methyl 

Fluazifop  butyl  ester 

Fluchloralin 

Flucythnnate 

Flusilazole 

Fluvahnate 

Folpet* 

Fonofos* 

Formetanate  hydrochloride* 

Formothion 

Gardona 

Haloxyfop 

Heptachlor* 

Heptenophos 

Hexachlorobenzene  * 

Hexaconazole 

Hexazinone 

Imazahl* 

Imazamethabenz  methyl 

ester 

Iprobenfos 

Iprodione* 

Isazofos 

Isofenphos 

Isoprocarb 

Isopropalm 

Isoprothiolane 

Lactofen 

Lambda-cyhalothrin 

Leptophos 

Lindane" 

Lmuron* 

Malathion* 

MCPA 

Mecarbam* 

Mephosfolan 

Merphos 

Metalaxyl 

Metasystox  thiol 

Metazachlor 


Methabenzthiazuron 

Methamidophos* 

Methazole 

Methidathion* 

Methiocarb* 

Methomyl* 

Methoprotryne 

Methoxychlor* 

Methylene  chloride 

Metobromuron 

Metolachlor 

Metolcarb 

Metribuzin 

Mevinphos* 

Mirex" 

Monocrotophos* 

Monolinuron 

Myclobutanil" 

Naled 

Napropamide 

Neburon 

Nitrahn 

Nitrapynn 

Nitrofen 

Nitrofluorfen 

Nitrothal-isopropyl 

Norflurazon 

Nuarimol 

Octhihnone 

Ofurace 

Omethoate* 

Ovex 

Oxadiazon* 

Oxadixyl 

Oxamyl* 

Oxycarboxin 

Oxydemeton-methyl 

Oxyfluorfen 

Oxythioquinox 

Paclobutrazol 

Parathion* 

Parathion  methyl* 

Pebulate 

Penconazole 

Pendimethalin 

Permethrin* 

Per  thane 

Phenothrin 

Phenthoate 

Phenylphenol.  ortho 

Phorate* 

Phosalone* 

PhosmeP 

Phosphamidon* 

Piperonyl  butoxide 

Piperophos 


Pinmicarb 

Pinmiphos-ethyl 

Pinmiphos-methyl* 

Pretilachlor 

Probenazole 

Prochloraz 

Procyazine 

Procymidone* 

Prodiamlne 

Profenofos* 

Profluralm 

Promecarb 

Proinetryn 

Pionamide* 

Propachlor 

Propanil 

Propargite* 

Propazine 

Propetamphos 

Propham 

Propiconazole 

Propoxur 

Prothiofos  • 

Prothoate 

Pyrazon 

Pyrazophos 

Pyrethnns 

Pyndaphenthion 

Quinalphos* 

Quintozene* 

Quizalofop  ethyl  ester 

R25788 

Ronnel 

Schradan 

Snnazine 

Simetryn 

Strobane 

Sulfallate 

Sulfotep* 

Sulfur  dioxide* 

Sulphenone 

Sulprofos 

TCMTB 

TDE* 

Tebupinnifose" 

Tecnazene 

TEPP 

Terbacil 

Terbufos  * 

Terbumeton 

Terbuthylazine 

Terbutryn 

Tetradifon* 

Tetraiodoethylene 

Tetrasul 

Thiabendazole* 
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STATISTICALLY  BASED 
MONITORING  SURVEY 

Pears  The  original  goal  of  the  project  had  been  to  col- 
lect 1600  samples  of  pears  1800  domestic  and  800 
import)  For  pears.  710  domestic  and  949  import  sam- 
ples (these  numbers  are  not  included  in  the  counts 
under  Fruits  in  Appendixes  A  and  B)  were  collected 
from  1 79  pear  establishments  and  analyzed  using  both 
MRMs  and  SRMs.  The  number  of  domestic  samples  is 
less  than  planned  because  some  of  the  targeted  firms 
were  no  longer  in  business  or  pears  were  not  available 
from  a  particular  firm  at  the  time  of  FDA's  collection  vis- 
its. The  violation  rate  for  the  710  domestic  samples  was 
0.4%,  and  for  the  949  import  samples  it  was  1  3%  (FDA, 
unpublished  data,  1994) 

Tomatoes  As  with  the  pears,  1600  samples  were  to 
be  collected  1800  domestic  and  800  import).  However, 
for  the  same  reasons  as  noted  above  for  the  pears,  the 
numbers  of  samples  varied  from  those  targeted  A  total 
of  1219  domestic  and  144  import  samples  (these  num- 
bers are  not  included  in  the  counts  under  Vegetables 
in  Appendixes  A  and  B)  were  collected  from  10  packers 
and  240  repackers  and  analyzed  using  both  MRMs  and 
SRMs  The  violation  rate  for  the  1 2 1 9  domestic  samples 
was  2.7%  and  for  the  1 44  import  samples  it  was  3.5% 
(FDA,  unpublished  data,  1994). 

The  violation  rates  for  these  2  commodities  for 
1993  surveillance  samples  were  pears,  domestic,  4%; 
imports,  10%;  and  for  tomatoes,  domestic,  3%;  imports, 
<l%  (Appendixes  A  and  B|  In  some  instances,  the  vio- 
lation rates  found  under  statistically  based  monitoring 
are  considerably  lower  than  those  found  under  regula- 
tory monitoring  (surveillance  samples)  mainly  because 
sampling  under  the  latter  approach  is  somewhat 
biased.  (A  detailed  report  describing  the  statistically 
based  survey  and  the  results  is  in  preparation.) 


Summary:  Incidence/Level 
Monitoring 

The  findings  obtained  under  this  approach,  which 
included  the  analysis  of  308  samples  of  aquaculture 
products  and  308  samples  of  milk,  were  consistent  with 
those  obtained  under  regulatory  monitoring  Residues 
in  the  aquaculture  products  and  whole  milk  were,  with 
the  exception  of  no-tolerance  residues  of  3  pesticides 
in  several  catfish  samples,  within  regulatory  limits.  A 
statistically  based  monitoring  survey  of  domestic  and 
imported  pears  and  tomatoes  was  completed  in  1993. 

Total  Diet  Study 

The  Total  Diet  Study  is  unique  in  that  it  determines  pes- 
ticide residues  in  foods  which  have  been  prepared  as 
they  would  be  consumed  (4).  Of  the  nearly  300  chemicals 
that  can  be  determined  by  the  analytical  methods  used, 
99  pesticide  and  pesticide-related  chemicals  were  found 
in  the  foods  analyzed  in  the  6  collections  between 
September  1991  and  |uly  1993.  To  measure  the  low  levels 
of  pesticides  found  in  the  Total  Diet  Study  foods,  the 
analytical  methods  used  are  modified  to  permit  mea- 
surement at  levels  5- 10  times  lower  than  those  normally 
used  in  regulatory  monitoring  In  general,  residues  pre- 
sent at  or  above  1  part  per  billion  can  be  measured 

Table  8  lists  the  19  most  frequently  found  residues, 
with  the  total  number  of  findings  and  the  percent 
occurrence  in  the  1 566  food  items  analyzed  during  the 
1991-1993  period.  Malathion,  which  is  used  on  a  wide 
variety  of  crops  both  pre-  and  postharvest,  was  the 
most  frequently  found  residue  Low  levels  of  DDT 
residues  (principally  p,p'-DDE)  associated  with  animal- 
derived  foods  were  the  next  most  prevalent.  Table  9 
lists  the  29  Total  Diet  Study  food  items  in  which  no 
organic  pesticide-related  residues  were  found  A  large 
number  of  these  items  are  beverages.  An  even  larger 
number  of  these  "no-residue"  foods  are  either  strained 
or  junior  foods  intended  for  infants  and  children  or 
foods  consumed  in  significant  amounts  by  infants  and 
children  An  extensive  review  of  FDA's  monitoring  of 
pesticide  residues  in  infant  foods  and  adult  foods 
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Summary:  Total  Diet  Study 

In  the  1 99 1  - 1 993  period,  the  types  of  pesticide  residues 
found  in  the  Total  Diet  Study  and  their  frequencies  of 
occurrence  are  consistent  with  those  given  in  other  FDA 
reports  15-10,15)  Pesticide  residue  levels  were  general- 
ly very  low;  29  food  items  had  no  pesticide-related 
residues  detected  in  the  1991-1993  period  assessed 
The  data  for  1993  continue  to  indicate  that  consumer 
exposure  to  pesticide  residues  from  foods  is  very  low. 

Summary 

A  total  of  12,751  samples  of  domestically  produced 
food  from  all  50  states  and  Puerto  Rico  and  imported 
food  from  107  countries  was  analyzed  for  pesticide 
residues  in  1993.  Of  these,  12,166  were  surveillance 
samples,  which  are  collected  when  there  is  no  evidence 
of  a  pesticide  problem  No  residues  were  found  in  64% 
of  the  domestic  surveillance  samples  and  69%  of  the 
import  surveillance  samples  Findings  in  the  585  com- 
pliance samples  reflect  the  fact  that  they  are  collected 
and  analyzed  when  a  pesticide  problem  is  suspected. 
Under  incidence/level  monitoring,  308  samples  of 
aquaculture  seafood/shellfish  and  308  milk  samples 
were  analyzed  for  pesticide  residues  The  findings  were 
similar  to  those  from  FDA's  regulatory  monitoring  In 
addition,  a  statistically  based  monitoring  survey  of 
pears  and  tomatoes  was  completed  in  1993  Low  viola- 
tion rates  were  found  for  both  the  domestic  and  import 
segments  of  the  2  commodities  The  types  of  residues 
found  in  the  Total  Diet  Study  for  1991-1993  were  similar 
to  those  found  in  earlier  periods 


This  report  was  compiled  through  the  efforts  of  the  fol- 
lowing FDA  personnel:  Norma  |.  Yess,  Marcia  G 
Houston,  Ellis  L.  Gunderson,  Young  H   Lee.  and  Byron 
O.  Bohannon,  Office  of  Plant  and  Dairy  Foods  and 
Beverages,  Division  of  Programs  and  Enforcement 
Policy,  and  Sharon  A  Schoen,  Office  of  Management 
Systems,  Division  of  Information  Resources 
Management,  Washington,  DC. 

Address  reprint  requests  to: 

Norma  |  Yess 

Food  and  Drug  Administration 

Office  of  Plant  and  Dairy  Foods  and  Beverages 

Division  of  Programs  and  Enforcement  Policy 

HFS-308,  200  C  Street,  SW 

Washington,  DC  20204 

FDA  pesticide  monitoring  data  collected  under  the  reg- 
ulatory monitoring  approach  in  1993  are  available  for 
purchase  on  personal  computer  diskettes  from  the 
National  Technical  Information  Service.  5285  Port  Royal 
Road,  Springfield.  VA  22161  Itelephone  703-487-4650). 
order  number  PB94-50 1 68 1 
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APPENDIX  A.  ANALYSIS  OF  DOMESTIC  SURVEILLANCE  SAMPLES  BY 
COMMODITY  GROUP  IN   1993 


Commodity  Group 


Total  No. 

Samples  with 

No  Residues 

Found, % 

Samples  Violative 

% 

of  Samples 

Over  Tolerance 

No  Tolerance 

15 

60 

0 

0 

65 

63 

0 

0 

17 

59 

0 

0 

94 

90 

0 

3 

60 

85 

0 

0 

146 

45 

<la 

<1 

13 

77 

0 

0 

11 

45 

0 

0 

421 

66 

<!• 

<1 

124 

94 

0 

0 

265 

96 

0 

0 

417 

93 

0 

<1 

806 

94 

0 

<1 

A.  Grains  and  Grain  Products 

Barley 

Corn  &  corn  products 

Oats 

Rice  &  rice  products 

Soybeans 

Wheat 

Cereal  products 
Other  grains  &  grain  products 
Total 

B.  Milk/Dairy  Products/Eggs 

Cheese/cheese  products 
Eggs 

Milk  &  cream/milk  products 
Total 


C.  Fish/Shellfish 
Total 


947 


53 


D.  Fruits 

Blueberries 
Grapes 
Raspberries 
Strawberries 
Other  berries 

Grapefruit 

Lemons 

Oranges 

Other  citrus  fruits 

Apples 
Pears 

Apricots 
Cherries 
Nectarines 
Peaches 
Other  pit  fruits 

Kiwi  fruit 

Papayas 

Pineapples 

Other  tropical  fruits 


28 

54 

0 

4 

55 

80 

0 

0 

19 

63 

0 

11 

118 

29 

0 

<1 

18 

44 

0 

0 

28 

36 

0 

0 

15 

20 

0 

0 

122 

21 

0 

0 

25 

20 

0 

0 

312 

39 

0 

<1 

26 

8 

0 

4 

31 

6 

0 

6 

80 

15 

0 

0 

35 

14 

0 

6 

134 

20 

4< 

<1 

24 

71 

0 

0 

20 

100 

0 

0 

22 

91 

0 

0 

13 

100 

0 

0 

7 

86 

0 

0 
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APPENDIX  A.  (cont'd)  ANALYSIS  OF  DOMESTIC  SURVEILLANCE  SAMPLES  BY 
COMMODITY  GROUP  IN   1993 


Commodity  Group 


Total  No. 

Samples  with 

No  Residues 

Found, % 

Samples  Violative 

% 

of  Samples 

Over  Tolerance 

No  Tolerance 

16 

44 

0 

0 

18 

44 

0 

17 

127 

88 

0 

<1 

23 

83 

0 

4 

2100 

70 

<la 

2 

34 

68 

0 

0 

19 

89 

0 

0 

19 

95 

0 

0 

28 

96 

0 

0 

16 

100 

0 

0 

29 

69 

0 

3 

145 

83 

0 

<1 

Turnips 

Other  root/tuber  vegetables 

Vegetables,  dried  or  paste 
Other  vegetables/vegetable  products 
Total 

F.  Other 

Peanuts 

Other  nuts  &  related  products 

Vegetable  oil 

Honey 

Baby  foods 

Other  food  products 
Total 


A-F  Total 


5703 


64 


includes  samples  thai  have  both  residue(s)  over  tolerance  and  residue(s)  with  no  tolerance. 
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Commodity  ■ 


Samples  with 
'  xotni  No. 
of  Samples  No  Tolerance 


APPENDIX  B.  (cont'd)     ANALYSIS  OF  IMPORT  SURVEILLANCE  SAMPLES  BY 
COMMODITY  GROUP  IN   1993 


Commodity  Group 


Total  No. 

Samples  with 

No  Residues 

Found, % 

Samples 

Violative,  % 

of  Samples 

Over  Tolerance 

No  Tolerance 

90 

94 

0 

0 

113 

80 

0 

10 

144 

74 

3a 

<1 

30 

93 

0 

0 

69 

94 

0 

6 

108 

35 

<1 

0 

68 

22 

0 

0 

52 

73 

0 

4 

21 

62 

0 

10 

26 

85 

0 

0 

61 

89 

0 

0 

23 

96 

0 

0 

78 

83 

0 

5 

9 
2261 

78 
61 

0 

<1" 

0 
3 

30 

97 

0 

0 

13 

77 

0 

0 

105 

63 

0 

13 

11 

82 

0 

0 

67 

51 

V 

10 

51 

69 

2a 

2 

101 

46 

0 

0 

26 

58 

0 

0 

67 

75 

0 

7 

329 

43 

3a 

5 

199 

74 

<1 

0 

18 

89 

0 

0 

155 

49 

<la 

8 

22 

41 

0 

0 

245 

61 

0 

<1 

38 

79 

0 

5 

45 

87 

0 

4 

146 

82 

3 

1 

12 

100 

0 

0 

81 

73 

1 

0 

18 

72 

0 

0 

13 

69 

0 

0 

34 

79 

0 

3 

24 

92 

0 

0 

15 

13 

0 

0 

32 

100 

0 

0 

Mangoes 

Papayas 

Pineapples 

Plantains 

Other  tropical  fruits 

Cantaloupe 
Honeydew 
Watermelon 
Other  vine  fruits 

Fruit  jams  &  jellies 
Fruit  juices 
Fruit  toppings 
Fruits,  dried  or  paste 
Other  fruit  products 
Total 

Vegetables 

Corn 

Garbanzo  beans/chick  peas 

Green/snow/sugar/sweet  peas 

Mung  beans 

String  beans 

Other  beans,  peas.  &  corn 

Cucumbers 

Eggplant 

Okra 

Peppers,  hot 

Peppers,  sweet 

Pumpkins 

Squash 

Tomatillos 

Tomatoes 

Other  fruits  used  as  vegetables 

Artichokes 

Asparagus 

Bamboo  shoots 

Broccoli 

Broccoli  raab 

Brussels  sprouts 

Cabbage 

Cauliflower 

Celery 

Chicory 
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CHRONOLOGICAL  OUTLINE  OF  FDA  LEAD  ACTIVITIES 

1930      Initiated  enforcement  program  on  lead-based  pesticides 
in  fruits  and  vegetables. 

1934-5  Developed  new  methods  for  the  measurement  of  lead  in 
food. 

1962      Public  Health  Service  set  drinking  water  standard  of  50 
ppb  lead  (3/6/62) . 

197  0       Surveyed  leachable  lead  in  imported  ceramicware. 

1971      Set  action  level  of  7  ppm  of  lead  from  ceramicware  to 
special  leaching  solution.   Worked  with  industry  on 
self -surveillance  programs  to  limit  lead  migration. 

1971+     Added  silver-plated  hollowware  to  existing  CPG. 

1971+     Set  action  level  of  0.5  ppm  leachable  lead  for  silver- 
plated  cups  intended  for  use  by  infants. 

1971      Ad  Hoc  Health,  Education,  and  Welfare  (HEW)  Committee 

of  Experts  on  Pediatric  Lead  establish  guideline  of  300 
micrograms  (meg) /day  as  the  maximum  daily  exposure  to 
lead  for  children  aged  1-3  years. 

1973       Began  analysis  for  lead  in  Total  Diet  Study. 

1973       50  ppb  limit  of  lead  set  for  bottled  water  (11/26/73). 

1977  Ad  Hoc  HEW  Committee  recommended  total  lead  exposure 
not  to  exceed  100  meg/day  for  infants  under  6  months 
and  150  meg/day  for  children  6  months  to  2  years. 

1978  FDA  notice  of  guidelines  on  lead  and  cadmium  in 
decorated  glass  tumblers. 

1978  Lead  acetate  permanently  listed  as  a  color  additive  for 
hair  dyes. 

1979  Published  plan  to  reduce  lead  content  of  canned  foods 
by  50%. 

1979      Infant  juice  and  infant  food  manufacturers  completed 

voluntary  switch  from  lead  soldered  cans  to  glass  jars. 


773 


1979       Published  Memorandum  of  Understanding  (MOU)  with  EPA 
and  USDA  for  a  study  on  background  concentrations  of 
cadmium,  lead,  and  other  selected  metals  in  soils  and 
crops  in  major  production  areas  (44  CFR  44940) . 

1979      Action  levels  for  lead  in  ceramic  foodware  (meg  lead 

per  mL  leaching  solution)  set  for:   flatware  -  7;  small 
hollowware  -  5.0;  large  hollowware  -  2.5  meg  lead. 

1982      Joint  EPA,  FDA,  and  USDA  Statement  of  Federal  Policy 

and  Guidance  published  on  Land  Application  of  Municipal 
Sewage  Sludge  for  the  Production  of  Fruits  and 
Vegetables. 

1982       Study  finds  lead  in  bone  meal  calcium  supplements  up  to 
12.8  ppm. 

1985       Evaporated  milk  industry  in  U.S.  completed  conversion 
to  non-lead  soldered  cans.   FDA  conducted  evaporated 
milk  survey. 

1988       Congressional  hearing  on  lead  in  housewares  (6/27/88)  . 

1988  MOU  formalized  with  China  (PRC)  providing  for 
certification  by  the  Chinese  Government  that  lead 
leaching  from  ceramicware  is  below  the  FDA  action 
level. 

1989  Published  a  proposal  containing  a  provisional  tolerable 
intake  for  food  of  6-18  meg/day  for  10  kg  child. 
Proposed  a  regulatory  limit  for  ceramic  pitchers  of  0.1 
mcg/mL  (25  to  50  times  lower  than  current  action 
level) . 

1989      Investigation  based  on  limited  data  showed  that  some 
coffee  urns  may  release  significant  amounts  of  lead. 

1991       Domestic  can  manufacturers  cease  production  of  food  in 
lead  soldered  cans. 

1991       FDA  advised  BATF  that  FDA  could  support  enforcement 
action  against  wine  containing  more  than  300  ppb. 
(September  9,  1991) 

1991       Lowered  the  action  levels  for  lead  leaching  from 

ceramicware  (November  5,  1991) .   FR  notice  announcing 
revised  levels  and  amended  Compliance  Policy  Guide 
published  July  6,  1992. 
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1992  Proposed  rule  to  ban  use  of  tin-coated  lead  foil 
capsules  on  wine  bottles  (11/25/92) . 

1993  As  an  interim  measure  to  address  some  serious  lead 
exposures  from  foods  packed  in  lead-soldered  cans  until 
the  ban  on  lead-soldered  food  containers  can  be 
finalized,  FDA  published  a  notice  announcing  emergency 
action  levels  for  lead  in  food  packed  in  lead-soldered 
cans  (80  ppb  for  fruit  beverages,  and  250  ppb  for  all 
other  foods).   (April  1,  1993) 

199  3      Proposed  rule  to  ban  lead  solder  in  all  food  cans 
(6/21/93)  . 

1993      Published  a  notice  providing  an  opportunity  for  comment 
on  the  revised  Food  Chemicals  Codex  policy  to  reduce 
the  lead  limits  as  well  as  the  heavy  metals  limit  to 
the  lowest  levels  feasible  for  FCC  substances.   The 
Committee  also  solicited  suggestions  for  lower  limits 
for  incorporation  in  food  ingredient  monographs. 

1993  Issued  a  guidance  document  for  lead  in  shellfish. 
(August,  1993) 

1994  Published  a  final  rule  establishing  reguirements  for 
decorative  ceramicware  to  be  deemed  not  for  food  use. 
(January  12,  1994) 

1994       Published  an  Advance  Notice  of  Proposed  Rulemaking 
concerning  reduction  of  the  lead  specifications  for 
food  additives,  color  additives,  and  GRAS  (Generally 
Recognized  As  Safe)  ingredients.  (February  4,  1994) 

1994      Published  a  final  rule  that  reduced  the  allowable  level 
for  lead  in  the  bottled  water  guality  standard  from  50 
ppb  to  5  ppb.  (May  25,  1994) 
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ACTION  LEVELS  FOR  LEAD  IN  PRODUCTS  UNDER  FDA  JURISDICTION 

LARGE  HOLLOWWARE  -  1  part  per  million 

SMALL  HOLLOWWARE  -  2  parts  per  million 

FLATWARE  -  3  parts  per  million 

CUPS/MUGS/PITCHERS  -  0.5  parts  per  million 

SILVER-  PLATED  HOLLOWWARE  -  0.5  parts  per  million 
(if  article  is  intended  for  use  by  infants  and  children) 

SILVER  -  PLATED  HOLLOWWARE  -  7  parts  per  million 
(if  article  is  intended  for  use  by  adults) 


LIMITS  FOR  LEAD  IN  PRODUCTS  UNDER  FDA  JURISDICTION 

BOTTLED  WATER  -  5  parts  per  billion  (final) 

TIN-COATED  LEAD  FOIL  CAPSULES  ON  WINE  BOTTLES  -  prohibited 

(proposed) 

LEAD  SOLDERED  CANS  -  prohibited  (proposed) 


ENFORCEMENT  CRITERION  FOR  LEAD  IN  OTHER  PRODUCTS   (1991) 

WINE  -  300  parts  per  billion 
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/*S2>i:  United  States 
.?4AjV)  Department  of 
'^VSf^''    Agricul,ure 


Food  Safety 
and  Inspection 
Service 


Washington,  D.C. 
20250 


NOV  0  2  1994 


Honorable  Edolphus  Towns,  Chairman 

House  Subcommittee  on  Human  Resources  and  Intergovernmental  Operations 

2232  Rayburn  HOB 

Washington,  D.C.    20515-3210 

Dear  Mr.  Chairman: 

Enclosed  herewith  are  the  responses  to  your  followup  questions  to  the  Hearing  on  Chemical 
Residues  on  September  28,  1994.    If  you  have  any  questions  or  comments,  please  do  not 
hesitate  to  call  at  (202)  720-3897. 

Sincerely, 


•<^ 


A 


Margaret  O'K.  Glavin 
Associate  Administrator 


FSIS  FORM  2630-9  i6/8ttl 


EQUAL  OPPORTUNITY  IN  EMPLOYMENT  AND  SERVICES 
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Additional  Questions  for  the  Record 

September  28,  1994,  Hearing  on  USDA  Residue  Program 

House  Committee  on  Government  Operations 

Subcommittee  on  Human  Resources  and  Intergovernmental  Relations 


REP.  TOWNS 


GAO  found  that  the  national  residue  program  results  that  USDA  has  reported 
to  the  Congress  were  misleading  for  a  variety  of  reasons.    Do  you  agree  with 
GAO  and,  if  so,  how  do  you  plan  to  correct  the  reports  in  the  future? 

FSIS  agrees  that  changes  in  reporting  are  necessary  to  prevent  possible 
misinterpretation  of  residue  results.    Calculating  violation  rates  across  categories  of 
slaughter  classes  with  different  sampling  rates  would  require  appropriate  weighting 
of  the  sample  results  to  be  meaningful.    Statistical  inferences  should  not  be  made  in 
reporting  results  of  the  National  Residue  Program  (NRP)  across  species/compound 


In  order  to  avoid  possible  misinterpretation  of  testing  results  in  the  future,  we  have 
made  changes  to  the  1993  Domestic  Residue  Data  Book  for  the  NRP.    Explanatory 
notes  have  been  added  on  pages  i  and  ii  of  the  1993  Residue  Data  Book  to  better 
describe  the  NRP  and  its  corresponding  results.    Page  iii  contains  a  cautionary  note 
to  advise  readers  on  the  proper  interpretation  of  sample  analyses  and  residue 
violations.    A  copy  of  these  notes  is  attached.    The  1994  Residue  Data  Book  will 
include  a  statement  explaining  to  readers  that  they  should  not  combine  data 
pertaining  to  violations  between  different  slaughter  classes. 


Does  USDA  have  a  valid  method  to  detect  Alachlor  and  its  metabolites  in  meat 
and  poultry?  If  not,  has  USDA  asked  EPA  to  require  the  sponsor  to  provide  a 
valid  method?    Please  explain. 

USDA  has  a  method  to  detect  Alachlor  and  its  metabolites  in  beef  and  poultry 
liver.    The  method  is  adapted  from  a  Monsanto  method  developed  in  the  mid  1980s 
and  has  not  been  validated  (e.g.  it  has  not  been  successfully  performed  by  three  or 
more  analysts  at  two  or  more  locations).    However,  the  method  has  been  taught  to 
and  successfully  performed  by  three  analysts  at  a  single  FSIS  laboratory.    The 
Quality  Systems  Branch  of  the  Chemistry  Division,  S&T  Program,  has  certified  that 
these  analysts  are  capable  of  performing  the  Alachlor  test  method. 
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The  major  limitation  to  the  FSIS  method  is  the  inability  to  successfully  repeat  it  in 
a  second  laboratory.    The  method  is  not  "rugged"  in  that  successful  results  appear  to 
be  very  dependent  on  the  laboratory  technique  used  by  the  analyst. 

The  method's  sponsor,  Monsanto,  has  provided  EPA  with  a  series  of  methods  to 
detect  Alachlor  and  its  metabolites  in  field  crops  and  meat  and  poultry  over  a 
number  of  years.    To  the  best  of  our  knowledge,  none  of  these  methods  have  ever 
been  successfully  repeated  by  Government  laboratories  following  the  written 
procedures  provided  to  EPA  by  Monsanto  as  part  of  the  pesticide  registration 
process.    The  reason(s)  for  this  are  unclear,  but  speak  to  the  harshness  of  the 
method's  isolation  step,  which  involves  the  use  of  a  very  caustic  substance. 

The  Monsanto  method  FSIS  has  adapted  can  detect  and  confirm  by  mass 
spectrometry  the  presence  of  as  little  as  2  -  4  ppb  of  Alachlor  or  its  individual 
metabolites.    The  EPA  tolerance  for  Alachlor  is  20  ppb  for  beef  and  poultry  liver. 
FSIS  is  using  the  method  to  analyze  samples  taken  in  an  on-going  exploratory 
project  to  determine  if  Alachlor  residues  do,  in  fact,  exist  in  various  categories  of 
livestock  and  poultry.    Should  this  effort  reveal  that  Alachlor  residues  are  occurring, 
then  FSIS  can  incorporate  this  or  other  methods  for  use  as  part  of  regular  residue 
testing. 

The  problems  associated  with  performing  this  Alachlor  test  method  have  been 
discussed  regularly  with  both  EPA  and  FDA/CFSAN  at  the  quarterly  meetings  of 
the  Tripartite  Residue  Methods  Group  (FDA,  USDA,  EPA).    In  response,  Monsanto 
provided  the  above-mentioned  series  of  method  modifications  to  EPA.    None  of 
them  have  proved  satisfactory  for  regulatory  use.    While  waiting  for  Monsanto  to 
submit  a  validated  method  to  EPA  for  registration,  FSIS  proceeded  with  its 
modification  of  a  Monsanto  method  developed  in  the  mid  1980s  and  achieved  the 
results  described  above. 

On  October  12,  1994,  EPA  announced  that  Alachlor  is  one  of  85  pesticides  the 
Agency  will  review  over  the  next  five  years  as  part  of  its  plan  to  phase  out 
chemicals  that  violate  the  Delaney  Clause.    EPA  has  stated  that  it  will  examine 
Alachlor  in  its  first  round  of  reviews. 


Has  USDA  routinely  tested  meat  and  poultry  for  TCDD  and  other  dioxin 
compounds? 

FSIS  has  not  routinely  tested  meat  and  poultry  for  TCDD  and  other  dioxin 
compounds  because  we  do  not  presently  have  the  laboratory  capability  needed  to 
test  routinely  for  these  compounds.    However,  as  a  result  of  a  Dioxin  Reassessment 
Program  being  conducted  by  EPA,  FSIS  has  implemented  a  limited  dioxin  residue 
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survey  in  cattle.    The  results  of  this  survey  will  be  available  in  November.    The 
results  of  the  review  will  clarify  our  options  for  a  routine  dioxin  testing  program. 


REP.  SANDERS 


On  the  CBS  Evening  News  last  night,  one  farmer  said  that  his  cows  got  so  sick 
from  rBGH  that  he  had  to  send  many  of  them  off  to  be  slaughtered.    It  is  my 
understanding  that  this  is  normal  procedure  for  dairy  cows  that  are  no  longer 
useful.    What  procedures  are  currently  in  place  to  protect  the  public  from 
residues  of  synthetic  BGH  and  other  potentially  risky  substances  related  to  the 
injections  that  are  in  the  meat? 

There  are  three  analytical  methods  used  to  determine  amounts  of  rBGH  in  treated 
animals.    None  of  these  can  differentiate  between  synthetic  and  naturally  occurring 
BGH.    All  three  procedures  were  validated  by  their  sponsors  and  extensively 
evaluated. 

According  to  the  Food  and  Drug  Administration  (FDA),  the  agency  responsible  for 
declaring  rBGH  safe  and  establishing  tolerances  for  it,  both  BGH  and  rBGH  have 
no  biological  activity  in  humans,  even  if  injected.    The  human  digestive  system 
contains  enzymes  and  acids  that  degrade  these  proteins,  destroying  the  biological 
activity  of  both. 

FSIS  has  a  comprehensive  screening  program  for  antibiotic  residues  in  the  tissues  of 
dairy  cows  presented  for  slaughter.    Screening  shows  evidence  of  injection  sites  or 
other  suspicious  signs  of  medication.    Carcasses  showing  violative  residues  during  in- 
plant  testing  are  withheld  from  production  intended  for  human  consumption. 


2.  Is  it  possible  that  we  are  eating  beef  that  contains  a  synthetic  hormone  that 

makes  cows  so  sick  they  are  sent  out  for  slaughter? 

No.    FDA  has  determined  there  is  no  evidence  that  rBGH  poses  a  health  threat  to 
animals  or  humans.    The  compound  has  been  studied  more  than  any  other  animal 
drug  and  has  been  found  to  be  safe  for  animals  by  FDA  and  other  U.S.  and  foreign 
scientific  bodies. 


As  part  of  the  regulatory  approval  for  veterinary  drugs,  FDA  extensively  evaluates 
the  efficacy  of  the  product  as  well  as  its  animal  and  human  health  effects. 
Compounds  that  do  not  meet  current  FDA  criteria  are  not  approved  for  use  in 
animals. 
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1993  DOMESTIC  RESIDUE  DATA  BOOK 


INTRODUCTION 


The  Food  Safety  and  Inspection  Sen/ice  (FSIS)  of  the  United  States  Department  of 
Agriculture  (USDA)  is  responsible  for  ensuring  that  USDA-inspected  meat  and  poultry 
products  are  safe,  wholesome,  free  of  adulterating  residues,  and  accurately  labeled.  As 
part  of  this  responsibility,  FSIS  conducts  the  National  Residue  Program  (NRP)  to  help 
prevent  the  marketing  of  animals  containing  unacceptable  (violative)  residues  from 
pesticides,  animal  drugs,  or  potentially  hazardous  chemicals.  The  NRP  collects  samples 
of  meat  and  poultry  products  at  domestic  slaughter  establishments  under  FSIS  and  State 
inspection  authority.  These  samples  are  then  analyzed  for  violative  residue  concentrations, 
either  by  one  of  the  three  FSIS  technical  service  laboratories  or  by  a  laboratory  under 
contract  to  FSIS.  Violative  residue  concentrations  -  violations  -  are  determined  by  reference 
to  residue  limits  (tolerances  or  action  levels)  established  for  pesticides  by  the 
Environmental  Protection  Agency  (EPA)  and  for  animal  drugs  and  environmental 
contaminants  by  the  Food  and  Drug  Administration  (FDA). 

The  activities  pursued  by  the  NRP  in  1993  were  divided  into  two  categories:  monitoring 
and  individual  enforcement  testing. 

Monitoring 

Monitoring  is  designed  to  provide  information  on  the  occurrence  of  residue  violations  in 
specified  animal  populations  on  an  annual,  national  basis.  Because  the  primary  concern 
of  monitoring  is  violations,  generally  compounds  with  established  limits  -  tolerances  or 
action  levels  -  are  considered.  Residue  limits  pertinent  to  the  1993  NRP  are  listed  in 
Appendix  I.  In  some  cases  compounds  without  established  limits  will  be  included  in 
monitoring;  only  those  compounds  that  are  a  public  health  concern  and  are  not  legally 
approved  for  any  use  in  food  animals  would  be  included.  Selection  for  monitoring  is  based 
on  compound  evaluations  and  the  availability  of  laboratory  methodology  that  is  suitable 
for  regulatory  purposes.  Jfcshould  also  be- borne  in  mind  that  multi-residue  tests  may-<tetect 
-Some  compounds  that  have  tolerances  but  have  little  public  health  significance.  See  FSIS 
publication  Compound  Evaluation  and  Analytical  Capability/National  Residue  Program 
Plan  [CEAC/NRPP],  1993  edition. 

Monitoring  information  is  obtained  through  a  statistically-based  selection  of  random 
samples  from  healthy-appearing  animals  under  inspection.  Monitoring  is  not  designed  to 
estimate  the  actual  percentage  of  violations  in  the  national  population.  Rather,  the  number 
df  samples  chosen  in  the  annual,  plan  for  a  given  compound-species  combination  is 
intended  to  detect  a  national  problem  that  affects  a  specified  percentage  of  the  animal 
population  of  interest.  The  sample  sizes  that  are  most  often  used  provide  a  95  percent 
probability  of  detecting  at  least  one  violation  when  one  percent  of  the  animal  population 
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1993  DOMESTIC  RESIDUE  DATA  BOOK 


Confirmed  STOP  positive  sample  specimens  with  sulfonamide  residues  that  have  no 
established  limits  are  considered  violative  in  those  slaughter  classes  in  which  they  are  not 
approved  for  use. 

FAST,  for  Fast  Antimicrobial  Screen  Test,  quickly  detects  both  antibiotic  and  sulfonamide 
drug  residues  in  kidneys  and  livers  and  has  proved  to  be  a  suitable  replacement  for  CAST 
and  STOP.  FAST  was  implemented  in  pilot  plants  in  1993. 

Sample  Analyses/Violations 

Tfte-  reader  reviewing  the  1993  Residue  Data  Book  is  cautioned  against  equating  total 
residue  violations  with  total  sample  units  that  are  violative.  For  example,  tissue  from  one 
animal  analyzed  by  the  Chlorinated  Hydrocarbons  and  Organophosphates  screening 
method  may  contain  two  or  more  violative  residues. 

It  should  also  be  noted  that  many  sample  tissues  .are  analyzed  for  more  than  one 
compound  or  compound  class  and  are  reported  here  as  separate  analyses  or  violations. 
Each  will  be  reported  and  included  in  total  residue  findings,,  even  though  .occurring  in  the 
same  animal. 

In  this  format,  the  main  entries  under  compound  or  compound-class  headings  refer  to 
sample  analyses;  the  "Specific  Violative  Residues"  presented  in  smaller  type  refer  to  the 
actual  residues  found.  In  addition,  analytical  capabilities  should  be  considered  when 
interpreting  residue  levels  and  occurrences;  see  the  1993  edition  of  the  CEAC/NRPP, 
Section  3,  "FSIS  Residue  Analytical  Capability." 

A  Note  on  Calf  Nomenclature 

This  edition  follows  the  usage  of  the  1989  and  later  editions  of  the  CEAC/NRPP.  What  was 
called  "Fancy  calves"  in  the  1988  edition  became  "Formula-fed  calves"  in  1989;  what  was 
called  "Western  calves"  in  1988  became  "Heavy  calves"  in  1989. 

Non-Vioiative  Positive  Results 

Appendix  II  displays,  for  monitoring  and  individual  enforcement  testing  (excluding  CAST), 
those  laboratory-confirmed  residues  that  are  within  established  limits.  The  results  include 
some  Unidentified  Microbial  Inhibitors  (UMI's),  residues  from  antibacterial  agents  that 
cannot  be  accurately  identified  but  are  nevertheless  present. 

Voluntary  Inspection  Program 

A  voluntary  inspection  and  certification  program  is  maintained  for  rabbits;  results  from  1 993 
are  presented  here  in  Appendix  III. 
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EPARTMENTOF  HEALTH  &  HUMAN  SERVICES 


NOV  2  8  19 


Public  Health  Service 


Food  and  Drug  Administration 
Rockville  MD  20857 


The  Honorable  Edolphus  Towns 

Chairman,  Subcommittee  on  Human  Resources 

and  Intergovernmental  Relations 
Committee  on  Government  Operations 
House  of  Representatives 
Washington,  D.C.   20515-6143 

Dear  Mr.  Chairman: 

This  is  in  response  to  your  letter  of  October  6,  1994,  containing 
additional  guestions  from  you  and  from  Representative  Sanders  for 
the  record  of  the  September  28  hearing  regarding  Federal  food 
safety  programs.   We  regret  the  delay  in  providing  you  with  our 
enclosed  answers. 

If  you  have  any  questions,  please  do  not  hesitate  to  contact 
Carolyn  Hommel  on  my  staff,  at  301/443-3793. 

Sincerely, 

Diane  E.  Thompson 
Associate  Commissioner 
for  Legislative  Affairs 

Enclosure 

cc:   The  Honorable  Steven  Schiff 
Ranking  Minority  Member 
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Questions  from  Representative  Sanders: 

Question  1:   Earlier  I  mentioned  the  increased  potential  for 
antibiotics  in  milk  produced  with  rBGH  that  you  termed  a 
"manageable  risk."   I  want  to  be  sure  the  risk  is  being  managed. 
Further,  in  1992,  the  GAO  found  that  your  milk  monitoring  process 
was  inadequate.   Do  you  monitor  all  of  the  antibiotics  that 
veterinarians  use  to  treat  the  cow  health  problems  caused  by  rBGH 
(including  aminoglycocides  such  as  gentamicin)? 


Answer: 


Although  FDA  cannot  test  every  milk  sample  for  every 
antibiotic  used  to  treat  cow  health  problems,  FDA's  National 
Drug  Residue  Milk  Monitoring  Program  (NDRMMP)  does  test 
routinely  for  the  most  commonly  used  antibiotic  drugs:  eight 
sulfonamides,  three  tetracyclines,  chloramphenicol,  and  beta 
lactam  antibiotics.   (Based  on  information  in  a  commercial 
animal  drug  use  database,  FDA  animal  drug  experience 
reports,  and  our  surveillance  of  veterinary  drug  use 
patterns,  about  89%  of  all  mastitis  is  treated  with  beta 
lactam  antibiotics.   About  4%  is  treated  with  macrolide 
antibiotics  such  as  erythromycin,  2%  with  tetracycline  type 
antibiotics,  and  about  5%  of  mastitis  is  treated  with  other 
types  of  antibiotics.)   The  NDRMMP  also  tests  milk  for 
clorsulon,  novobiocin,  ivermectin,  and  gentamicin. 

Since  1992,  the  dairy  industry  has  been  required  to  assay 
each  tank  truck  for  beta  lactam  antibiotics  and  in  July 
1992,  the  States  began  monitoring  the  assay  work  of  the 
industry.   Producers  must  have  a  permit  which  can  be 
suspended  or  withdrawn  for  sale  of  milk  with  violative  drug 
residues.   In  addition,  the  fines  for  violative  residues  are 
severe  and  provide  a  powerful  incentive  for  milk  producers 
to  prevent  violations. 

In  January  1994,  the  milk  program  was  updated  to  add 
analyses  performed  by  certified  State  laboratories  using 
"quick  screening"  test  kits  that  were  provided  by  FDA.   This 
results  in  many  more  samples  being  analyzed  than  was 
possible  before  the  kits  were  available.   In  the  first  half 
of  1994,  States  reported  running  a  total  of  2,520  tests  for 
beta  lactam  drugs,  chloramphenicol,  sulfonamides, 
tetracycline,  and  gentamicin.   None  of  these  samples 
contained  violative  residues  following  confirmatory 
analyses. 
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Question  2:   If  not,  you're  not  managing  the  risk  of  increased 
antibiotics,  so  why  did  you  approve  the  use  of  rBGH? 

Answer: 

Posilac®  was  approved  because  FDA  found  it  to  be  a  safe  and 
effective  production  drug. 


785 


Question  3:   I'm  confused  why  the  manageable  risk  standard  was 
used  anyway  considering  we  have  a  surplus  of  milk  and  rBST  does 
not  offer  any  benefit  to  society.   Therefore,  if  you  had  done  a 
risk/benefit  analysis  of  rBGH  it  would  not  have  been  approved. 
Is  a  risk/benefit  analysis  a  reguirement  to  approving  production 
drugs  like  rBGH? 

Question  4:  If  not,  why  not? 

Answer: 

No.   The  Federal  Food,  Drug,  and  Cosmetic  Act  does  not  authorize 
FDA  to  consider  the  general  social  or  economic  benefits  to 
society  (or  lack  thereof)  when  approving  a  new  animal  drug. 

The  Act  reguires  FDA  to  determine  whether  new  animal  drugs  are 
safe  and  effective  under  the  conditions  of  use  proposed  by  the 
manufacturer.   Under  the  Act,  the  effectiveness  determination 
reguires  "substantial  evidence"  that  a  drug  "will  have  the  effect 
it  purports  or  is  represented  to  have  under  the  conditions  of  use 
prescribed,  recommended,  or  suggested  in  the  proposed  labeling 
thereof."   The  Act  does  not  reguire  that  the  claimed  effect 
represent  a  benefit  to  the  animal  to  which  the  drug  is 
administered,  thereby  permitting  the  approval  of  drugs  which  are 
intended  to  enhance  food  production  (production  drugs)  rather 
than  benefit  the  animal  in  any  medical  sense. 

FDA  traditionally  has  demanded,  as  a  condition  of  approval,  that 
production  drugs  be  shown  to  produce  a  significant  positive 
biological  effect.   Typically,  this  effect  is  described  in 
labeling  in  terms  of  improved  feed  efficiency,  enhanced  growth, 
or  enhanced  production  of  milk,  eggs,  or  progeny.   This  proof 
constitutes  a  substantial  burden  on  drug  sponsors,  in  terms  of 
time,  effort,  and  money.   If  any  guestion  remains  regarding 
whether  a  claimed  production  enhancing  effect  is  real,  FDA  will 
not  approve  the  drug.   The  scientific  standard  applied  by  FDA  is 
extremely  rigorous.   Moreover,  if  the  proposed  use  of  a 
production  drug  presents  risks  to  the  target  animal  which  result 
in  decreased  production,  then  those  production  losses  would  have 
to  be  factored  into  FDA's  effectiveness  determination,  in 
addition  to  the  risks  being  assessed  from  the  standpoint  of 
target  animal  safety. 

FDA  has  never  interpreted  the  Act's  new  animal  drug  safety 
provisions  as  reguiring  a  demonstration  that  a  drug  present 
absolutely  no  risk.   The  Act  reguires  a  demonstration  of  safety 
by  "all  methods  reasonably  applicable,"  and  directs  FDA  to  take 
into  account  the  probable  consumption  of  the  drug  and  any 
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substance  formed  in  or  on  food  as  a  result  of  the  drug,  the 
cumulative  effect  on  man  or  other  animals,  whether  the  conditions 
of  use  are  likely  to  be  followed,  and  permits  consideration  of 
"safety  factors  which  in  the  opinion  of  experts,  qualified  by 
scientific  training  and  experience  to  evaluate  the  safety  of  such 
drugs,  are  appropriate  for  the  use  of  animal  experimentation 
data."   If  the  drug  is  proposed  for  use  in  food-producing 
animals,  then  the  safety  assessment  encompasses  both  an  animal 
and  human  component. 

During  the  new  animal  drug  approval  review  process,  FDA 
thoroughly  characterizes  the  risks  to  the  target  animal 
associated  with  the  use  of  a  particular  product.   FDA 
traditionally  has  assumed  that  all  animal  drugs,  if  used  widely, 
will  be  shown  to  have  some  adverse  effects  on  some  treated 
animals.   Thus,  even  if  no  adverse  effects  are  observed  in  the 
target  animal  at  the  use  level  being  tested  in  the  extensive 
battery  of  target  animal  safety  studies  that  FDA  requires,  we  do 
not  assume  the  product  is  risk-free:   the  Agency  assumes  that  no 
risk  sufficient  to  deny  approval  has  been  detected.   In  other 
words,  the  target  animal  safety  trials  indicate  that  the  risk 
associated  with  the  use  of  the  drug  is  insignificant  and 
therefore  acceptable. 
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Question  5:   If  a  risk/benefit  analysis  was  used: 

a.  Why  did  you  conclude  that  rBGH  passed  this  test? 

b.  What  was  the  benefit? 

c.  Were  the  benefits  only  economical? 

d.  Is  FDA  supposed  to  consider  economics  when  approving  a 
production  drug? 

e.  The  OMB  estimated  that  rBGH  would  cost  the  government 
$500  million  over  5  years  and  would  reduce  farm  income 
by  $1.3  billion  dollars  over  the  same  time  period.   Did 
you  consider  these  economic  costs  when  doing  the  risk 
benefit  analysis? 

Answer : 

FDA  does  not  consider  any  socio-economic  "benefits"  of  an  animal 
drug  when  deciding  whether  that  drug  is  safe  because  the  language 
of  the  Act  does  not  authorize  or  reguire  consideration  of  such 
benefits  in  determining  its  safety. 
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Question  6:   How  do  you  define  "manageable  risk"? 

Answer : 

A  manageable  risk  is  one  that  is  well-understood  and  readily 
dealt  with  by  the  user. 

The  Act  provides  that  FDA  can  take  steps  to  decrease  all  known 
and  potential  risks  of  an  animal  drug  by  restricting  its  use  or 
requiring  that  its  labeling  acknowledge  and  describe  the  risk. 
Thus,  when  FDA  determines  that  a  risk  can  be  decreased  by 
acknowledging  it  in  the  drug's  labeling  and,  if  necessary, 
including  additional  information  about  addressing  the  risk,  FDA 
requires  the  information  in  the  labeling.   (In  addition  to 
indications  for  use  and  directions,  drug  labeling  typically 
contains  information  relating  to  contraindications,  warnings,  and 
side  effects.) 
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Question  7:   In  fact,  isn't  it  true  that  the  "manageable  risk" 
standard  that  was  used  in  the  approval  of  rBGH  was  used  for  the 
first  time  in  the  approval  of  rBGH? 

Answer ; 

No. 

While  the  phrase  "manageable  risk"  may  not  have  been  routinely 
used,  the  approval  process  described  in  the  answer  to  Questions  2 
and  4  traditionally  has  been  applied  to  all  new  animal  drugs, 
including  those  intended  for  production  enhancement,  approved  by 
FDA.   The  approval  of  Posilac®  is  consistent  with  this  history. 

Question  8:   Why  was  this  new  standard  adopted  for  this 
application? 

Answer : 

See  previous  answer. 
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Questions  from  Chairman  Towns ; 

Question  la;   What  is  FDA's  timetable  for  issuing  final  HACCP 
regulations  for  seafood  and  for  issuing  proposed  HACCP 
regulations  for  other  food  products? 

Answer: 

FDA's  proposed  timetable  is  as  follows: 

•  Proposed  HACCP  regulations  for  seafood:  published  in 
January  1994.    Final  regulations  are  expected  to 
publish  in  1995. 

•  Advance  Notice  of  Proposed  Rulemaking  (ANPR)  regarding 
HACCP  reguirements  for  all  foods:  published  in  August 
1994;  comment  period  closes  December  2,  1994. 

•  Voluntary  HACCP  pilot  programs  will  run  through  1995. 
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Question  lb;   To  what  extent  are  chemical  residues  and 
contaminants  addressed  in  these  regulations? 

Answer : 

FDA  has  proposed  that  HACCP  programs  cover  all  risks,  whether 
microbiological,  chemical,  or  physical.   A  final  determination 
will  be  made  after  all  comments  on  the  proposed  regulations  have 
been  received  and  evaluated. 


792 


Question  2a:   How  do  you  plan  to  ensure  that  imported  products, 
especially  non-seafood  products,  comply  with  HACCP  requirements? 

Answer; 

FDA  has  not  yet  resolved  this  issue  and  has  requested  comments  as 
part  of  the  notice  and  comment  rulemakinq  process  for  the 
Proposed  Rule  for  HACCP  programs  for  seafood  (published  in 
January  1994)  and  the  Advance  Notice  of  Proposed  Rulemaking  for 
HACCP  programs  for  all  other  foods  (published  in  August  1994) . 

For  example,  in  the  Proposed  Rule  for  HACCP  programs  for  seafood 
and  seafood  products,  FDA  proposed  that  imports  be  subject  to  the 
general  HACCP  provisions  which  require  products  that  are  offered 
for  import  to  be  produced  under  the  same  HACCP  and  sanitation 
controls  that  FDA  is  proposing  to  apply  to  domestically  produced 
seafood.   Furthermore,  FDA  is  proposing  to  require  that  importers 
have  an  HACCP  plan  that  includes  the  criteria  for  how  they  will 
decide  to  purchase  and  handle  seafood  while  it  is  under  their 
control,  and  establish  ways  to  determine  that  these  requirements 
are  met.   Importers  also  would  be  required  to  have  on  file  a 
HACCP  plan  from  each  of  their  foreign  suppliers  and  processors, 
who  would  be  required  to  maintain  appropriate  records  as  dictated 
by  HACCP  principles. 

In  the  Advance  Notice  of  Proposed  Rulemaking  regarding  the 
development  of  HACCP  programs  for  all  foods,  FDA  has  also 
requested  comments  on  efforts  to  harmonize  HACCP  standards  with 
those  of  other  countries  and  the  role  that  Codex  Alimentarius 
should  play. 

FDA  will  review  and  evaluate  the  comments  submitted  under  these 
proposals,  and  publish  the  Agency's  determination  in  future 
notices. 
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Question  2b:   Should  the  Congress  consider  requiring  that  all 
high-risk  food  products  eligible  for  export  to  the  United  States 
— not  just  meat  and  poultry — be  produced  under  equivalent  food 
safety  standards? 

Answer: 


The  Administration  supports  implementation  of  the  Uruguay  Round 
of  the  General  Agreement  on  Tariffs  and  Trade  (GATT) . 
Implementation  of  GATT  would  require  an  exporting  country  to 
demonstrate  objectively  that  the  health  measures  it  applies 
afford  a  level  of  health  protection  equivalent  to  that  afforded 
by  the  importing  country's  health  measures.   Furthermore,  U.S. 
legislation  already  requires  that  imported  products  be  as  safe  as 
domestically  produced  products. 
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Question  3:   What  are  FDA's  limits  for  methylmercury  in  seafood 
products  and  are  these  limits  enforceable? 


Answer: 


FDA  has  an  action  level  of  1  part  per  million  (ppm) 
methylmercury  in  swordfish,  tuna,  and  shark. 

Action  levels  do  not  have  the  force  of  law,  but  they  do 
provide  guidance  to  FDA's  field  offices  as  to  when  a  product 
is  likely  to  be  adulterated,  and  represent  the  levels  at 
which  FDA  is  prepared  to  take  enforcement  action. 
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Question  4:   GAO  concluded  that  even  if  FDA  implements  HACCP,  the 
agency  will  still  lack  adequate  enforcement  tools.   Do  you  agree 
with  GAO  and,  if  so,  specifically  what  additional  enforcement 
tools  does  FDA  need? 

Answer: 


The  Administration's  pesticide  food  safety  reform  proposal 
(introduced  as  H.R.  4362  and  H.R.  4329  during  the  103rd  Congress) 
contains  provisions  to  strengthen  FDA's  enforcement  authorities 
with  respect  to  foods  that  contain  illegal  pesticide  residues, 
such  as  the  ability  to  levy  civil  money  penalties,  require 
recalls,  and  embargo  food. 
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Question  5:   To  what  extent,  if  any,  is  FDA's  total  diet  study 
statistically  representative  of  chemical  residues  and 
contaminants  in  the  Nation's  food  supply? 

Answer : 

FDA's  Total  Diet  Study  is  not  designed  to  provide  "statistically 
representative"  data  on  pesticides,  chemical  contaminants  or 
nutrients  in  the  U.S.  food  supply  in  any  particular  year.   The 
cost  required  to  do  so  would  be  prohibitive  and  would  exceed 
several  times  over  the  entire  amount  of  resources  FDA  expends 
currently  for  enforcement  programs  to  monitor  pesticides  and 
chemical  contaminants  in  foods. 

Nevertheless,  FDA  believes  that  the  Total  Diet  Study  data,  which 
have  been  collected  since  1961,  provide  a  reliable  picture  of  the 
nature  and  scope  of  the  risks  from  pesticides  and  chemical 
contaminants  in  the  U.S.  food  supply.   If  resources  become 
available  to  expand  the  Total  Diet  Study,  it  is  likely  that  FDA 
would  elect  to  include  additional  subpopulations  in  the  current 
study,  rather  than  pursue  a  "statistically  representative"  study, 
per  se. 
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Question  6:   Why  didn't  FDA  compare  its  surveillance  residue  data 
with  USDA's  pesticide  data  program  before  FDA  started  its  own 
pilot  program  to  collect  statistically  based  residue  data?   [See 
Food  Safety:  Changes  Needed  to  Minimize  Unsafe  Chemicals  in  Food 
(GAO/RCED-94-192,  September  26,  1994,  p.  25)]   What  are  FDA's 
plans  regarding  this  pilot  program  or  other  efforts  to  collect 
statistically  based  residue  data? 


Answer : 


FDA  has  been  directly  and  deeply  involved  in  all  aspects  of 
USDA's  Pesticide  Data  Program  (PDP)  from  inception  in  1990 
to  the  present.   FDA  technical  and  policy  staff  have 
reviewed  data  and  draft  reports  on  findings  from  the  PDP  on 
many  occasions  since  that  time.   As  FDA  pointed  out  to  GAO 
in  the  Agency's  review  of  its  recent  report  (GAO/RCED-94- 
192),  we  believe  GAO  is  incorrect  in  its  assessment  that  FDA 
did  not  compare  its  surveillance  data  with  PDP  data  prior  to 
initiating  FDA's  statistically  based  pesticide  residue 
surveillance  program.   FDA  initiated  its  statistically  based 
programs  in  July  1992  after  several  years  of  careful 
planning  and  with  full  awareness  of  the  differences  between 
its  program  and  the  PDP,  as  well  as  the  findings  of  the  PDP. 

Because  of  insufficient  resources,  FDA  will  discontinue  its 
statistically  based  pesticide  residue  surveillance  program 
when  the  current  studies  for  apples  and  rice  are  completed 
in  December  1994. 
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Question  7:   Has  FDA  established  tolerances,  action  levels  or 
guidelines  for  dioxin  compounds  in  food  products  and,  if  so,  what 
are  they?   If  FDA  has  not,  why? 


Answer: 


FDA  has  not  established  formal  tolerances  for  dioxins  in 
foods  because  the  risks  posed  by  dioxin  in  products  within 
FDA's  jurisdiction  are  not  sufficient  to  divert  the 
resources  that  would  be  necessary  to  establish  formal 
tolerances.   If,  in  the  future,  FDA  determines  that  formal 
tolerances  are  needed  to  protect  the  public  health,  the 
Agency  will  take  all  necessary  actions  to  establish  them. 

FDA  has  worked  successfully  with  the  paper  industry  to 
reduce  voluntarily  the  levels  of  dioxin  and  furans  in  food 
contact  paper  products.   Changes  to  chlorine  bleaching 
procedures  and  other  processes  have  reduced  dioxin  and  furan 
levels  from  approximately  10  parts  per  trillion  (ppt)  to 
less  than  2  ppt. 


%  pro*0 
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UNITED  STATES  ENVIRONMENTAL  PROTECTION  AGENCY 
WASHINGTON,  D.C.      20460 


OFFICE  OF  CONGRESSIONAL 
AND  LEGISLATIVE  AFFAIRS 


Honorable  Edolphus  Towns 

Chairman 

Subcommittee  on  Human  Resources  and 

Intergovernmental  Relations 
Committee  on  Government  Operations 
House  of  Representatives 
Washington,  D.C.      20515 

Dear  Mr.  Chairman: 

Enclosed  are  EPA's  responses  to  the  questions  contained  in  your  letter  of 
October  6,  1994  following  up  on  the  September  28,  1994  hearing  on  chemical 
residues  and  contaminants  in  food. 

If  we  can  be  of  further  assistance,  please  have  your  staff  contact  Ken  Wood 
on  202-260-5429. 

Sincerely, 


tfb&^f-U 


Christopher  P.  Hoff 
Deputy  Director 
Legislative  Analysis  Division 
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Question  1 :  In  a  recent  article  of  the  Washington  Post  Colman  McCarthy  quoted  EPA 
as  saying,  "Because  EPA  has  determined  that  the  body  burdens  of  dioxin 
are  at  or  near  the  level  associated  with  adverse  health  effects-cancer, 
reproductive,  developmental  and  immune  suppression-  there  is  need  for 
government  intervention."  Is  this  statement  correct?  If  yes,  please 
provide  the  written  source  for  this  quote. 


Answer:  Yes.  EPA  has  taken  the  position  that,  because  the  margin  of  exposure 
between  average  body  burdens  and  levels  expected  to  be  associated 
with  adverse  non-cancer  impacts  is  not  as  large  as  previously  thought 
and  because  EPA  has  reconfirmed  the  potential  cancer  risk  to  human 
populations,  ongoing  government  action  particularly  to  reduce  releases 
of  dioxin  and  related  compounds  to  the  environment  is  warranted.  While 
the  science  of  the  reassessment  is  undergoing  peer  review,  EPA  will  be 
examining  the  reassessment's  policy  implications  to  determine  what 
changes,  if  any,  are  needed  in  its  existing  programs.  EPA  is  committed 
to  developing  and  completing  an  Agency-wide  strategy  for  managing 
dioxin  risks,  concurrent  with  completion  of  the  dioxin  reassessment. 
However,  existing  EPA  efforts  and  programs  will  not  be  changed  on  the 
basis  of  the  draft  reassessment  without  the  completion  of  the  peer 
review.  We  are  not  aware  of  any  written  source  for  the  Washington 
Post  quote. 
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Question  2:  In  Dr.  Goldman's  prepared  statement  she  stated  that  "...the  benefits  of 
a  balanced  diet,  including  increased  consumption  of  fresh  fruits  and 
vegetables,  far  outweigh  any  theoretical  risks  from  dioxin  exposure. 
Following  Federal  guidelines  to  reduce  intakes  of  fat,  especially  saturated 
fats,  will  decrease  dioxin  consumption  but  much  more  effective  are 
measures  to  reduce  dioxin  emissions." 

•  If  EPA  has  determined  that  human  body  burdens  are  already  at  or 
near  the  level  associated  with  adverse  effects,  how  is  the  risk 
theoretical? 

•  Has  EPA  done  a  risk  assessment  to  determine  whether  following 
Federal  dietary  guidelines  will  sufficiently  protect  people, 
especially  vulnerable  subpopulation  groups,  against  adverse 
effects  of  dioxin?  If  yes,  please  provide  a  copy  of  this  risk 
assessment  to  the  subcommittee.    If  no,  why? 

Answer:  EPA  has  determined  that  human  body  burdens  are  at  or  near  comparable 
levels  which  produce  adverse  effects  in  laboratory  animals.  It  has  also 
provided  support  for  the  belief  that  some  humans  may  respond  at  similar 
levels.  Subtle  changes  in  biochemistry  and  physiology  such  as  enzyme 
induction,  altered  levels  of  circulating  reproductive  hormones,  or  reduced 
glucose  tolerance,  have  been  detected  in  TCDD-exposed  men  in  a  limited 
number  of  available  studies.  These  findings,  coupled  with  knowledge 
derived  from  animal  experiments,  suggest  the  potential  for  adverse 
impacts  on  human  metabolism,  and  developmental  and/or  reproductive 
biology,  and,  perhaps,  other  effects  in  the  range  of  current  human 
exposures.  It  is  not  currently  possible  to  state  exactly  how  or  at  what 
levels  humans  in  the  population  will  respond  but  the  margin  of  exposure 
(M-O-E)  between  background  levels  and  levels  where  effects  are 
detectable  in  humans  is  considerably  smaller  than  previously  estimated. 
Despite  this  potential  for  adverse  non-cancer  effects,  there  is  currently 
no  clear  indication  of  increased  disease  in  the  general  population 
attributable  to  dioxin-like  compounds.  It  is  in  this  context  that  the  risks 
are  considered  "theoretical."  The  lack  of  a  clear  indication  of  disease  in 
the  general  population  should  not  be  considered  strong  evidence  for  no 
effect  of  exposure  to  dioxin-like  compounds.  Rather,  lack  of  a  clear 
indication  of  disease  may  be  a  result  of  the  inability  of  our  current  data 
and  scientific  tools  to  directly  detect  effects  at  these  levels  of  human 
exposure. 


No  risk  assessment  has  been  done  to  specifically  determine  whether 
following  Federal  dietary  guidelines  will  sufficiently  protect  people 
against  the  adverse  effects  of  dioxin.  The  determination  of  whether 
people  are  "sufficiently"  protected  is  a  risk  management  decision.  It 
stands  to  reason,  however,  that  the  well  established  benefits  of  a 
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healthy  diet  that  limits  the  intake  of  fats  will  have  the  added  benefit  of 
reducing  intake  of  dioxin  compounds  which,  because  of  their  chemical 
nature,  are  accumulated  in  animal  fats.  The  risks  of  exposure  to  dioxin- 
like  compounds  at  average  exposure  levels  are  far  less  certain  and,  to 
the  best  of  our  current  knowledge,  any  impacts  considered  detrimental 
to  health  would  be  far  outweighed  by  the  known,  positive  impacts  of  a 
varied,  healthy  diet. 
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Question  3:  How  many  cases  of  cancer  are  caused  by  dioxin  compounds  annually  in 
the  United  States?  How  many  cases  of  cancer  are  caused  by  dietary 
exposure  to  dioxin  compounds  annually  in  the  United  States? 


Answer:  Since  dioxin  and  related  compounds  are  considered  to  be  "probable" 
human  carcinogens,  and  are  not  "known"  to  be  carcinogenic,  it  is 
possible  that  no  cancers  may  be  attributable  to  dioxin  and  related 
compounds.  However,  if  we  assume  that  dioxins  represent  a 
carcinogenic  hazard  to  humans  and  assume  that  average  daily  intakes 
correlate  with  cancer  risk  ,  the  EPA  estimates  that,  at  most,  1,000- 
2,000  cancer  cases  a  year  may  be  attributable  to  exposure.  The  "true" 
number  cannot  be  determined  but  is  likely  to  be  less  and,  as  stated 
above,  may  even  be  zero.  Since  the  EPA  has  adopted  the  hypothesis 
that  humans  are  exposed  to  minute  quantities  of  dioxin-like  compounds 
primarily  through  the  food  pathway,  dietary  exposures  would  also 
account  for  the  vast  majority  of  the  theoretical  risk.  EPA  will  continue 
to  evaluate  cancer  incidence  due  to  dioxin  exposure  during  the 
reassessment/peer  review  process. 
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Se&.    United  States  Food  Safety  Washington,  D.C. 

*  ll)   Department  of  and  Inspection  20250 

Agriculture  Service 

SEP  2 


Honorable  Edolphus  Towns 

Chairman 

Subcommittee  on  Human  Resources 

and  Intergovernmental  Relations 
Committee  on  Government  Operations 
U.S.  House  of  Representatives 
B-372  Rayburn  House  Office  Building 
Washington,  D.C.   20515 

Dear  Mr.  Chairman: 

This  letter  is  in  reply  to  a  request  made  by  Mr.  Bill  Layden,  of  your  staff,  in  a  briefing  held  with 
representatives  of  the  Food  Safety  and  Inspection  Service  on  Tuesday,  September  20,  1994. 

* 

At  the  briefing,  Mr.  Layden  asked  for  a  written  explanation  of  the  violation  rate  for  heavy  metals  in 
Australia's  and  New  Zealand's  residue  monitoring  programs.  Our  response  and  the  documentation  that 
supports  it  follows. 

Regarding  Australia  heavy  metal  data,  the  Australian  National  Residue  Survey  Summary  Report  was  the 
result  of  a  computational  error.  There  was,  in  fact,  not  a  violation  of  U.S.  residue  standards.  The  Food 
Safety  and  Inspection  Service  explained  the  errant  Australian  data  to  the  GAO  investigator  during 
interviews  with  International  Programs  personnel.  Dr.  Jack  Haslam,  of  the  Australian  Embassy, 
submitted  correspondence  dated  February  10,  1994,  that  explained  the  cause  and  the  corrective  action 
taken  in  Australia's  1993  Residue  Summary  Report.   This  correspondence  is  enclosed. 

Regarding  New  Zealand  heavy  metal  data,  the  violations  are  based  on  the  New  Zealand  standards.  There 
was  not  a  violation  of  U.S.  residue  standards.  Nevertheless,  any  product  found  to  be  in  violation  of  the 
New  Zealand  standard  would  be  condemned  by  New  Zealand  and  therefore,  would  not  be  exported  into 
the  United  States.     Most  violations  are  found  in  equine  and  ovine. 
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Honorable  Edolplhus  Towns 


Regarding  residue  violations  detected  in  samples  collected  at  import  inspection:  1990—14,170  samples 
tested-11  violations;  1991-18,479  samples  tested-7  violations;  1992-16, 113  samples  tested-8  violations; 
1993-16,069  samples  tested-8  violations,  and  1994,  January  1  to  August  3-12,268  samples  tested-1 
violation.    A  listing  of  the  violations  by  country  and  type  of  residue  is  attached  for  your  information. 


Please  contact  me  if  you  have  any  further  questions. 
Sincerely, 


"1 


Michael  R.  Taylor 
Administrator 

Enclosures 
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i  nc  ua  a  mtv.  ror  nnc  mo  mm  amcnocs  in  our  ouaou»  poor  b  mc  paptnOm 
0fdieM93ce»alawWeftwcie(bnwp(lBdl0tteUSDAtaftllBiiy  1994}.  Iteeotry 
'"*—  No  limbs*** 
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CodstW 


wUcbMm 


MOOD 

MrHg 
FoodStMy 
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STANDARD  All 
METALS  AND  CONTAMINANTS  IN  FC 


appear*  ■ 


For  oV  purpoaa  of  IW»  Standard  and  my*  whore  tbe  emu  ujr  taMaJoa 


(a)  "ms-aTbiiwSetoomppwdjofeajeaJ; 

(b)  wt»eielbed«maa>^«ttKUli^nyooauaB^or«o<9ein4iofftaineaL 
0ud  tnctM  and  compxmd «*  coanposadt  t&aS  po  affected  at  she  ansa]; 

(c)  tuLlwJUj.  aiiuLii  liml  nA  nil  hi  i iiiinhi  n»i1  mTm  irtfrfr 

(d)  ma3iiuaapmii^ccaeeaa^kniMbtil^uk»d^l\ctil^oBaaAtt 
to  fbod  tot  k  ordinary  consumed  aad,  to  to  ctao  offta  d  to  a  dried. 
defcydntefor  ooaoecataM  Asm,  thaO  be  cdcaatted  wife  i  ;apect  u  a*  run 
oftfc  feed  altar  dilution  or  raounatfcucjoa; 

(da)  mairJioanpennilaidcDaoeamtoMfbraE^^ 

dahyhaiao^oorwuhaiedorirtthallpacalBalatBdirttita  peauthenaMcf 
tfw  seaweed  at  UK  tydndea;  aad 

(e)  teveriwaiidoawB^foiKfc'jBeiiwieftuhjukaBiad  leverage*  wilb.  a 
fail  aact  «**«,  tnflk.alcohoite  broom  and  ftoaao  fit  pid  foods,  V*  do 
am  fcxtode  thfck  $•*•  ortriterarn^Udlbode, 


C) 


Sttpjoctip  daaec  (2Aftfcod  yedfled  to  cofanat  I  of  a*  1  eato  betow  abfl 
aot  nontaJa  aaaaM  tnacfflad  a»  oofiaaa  I  totauftoicoBtoiilialaaio/B  oar  then  the 

foacifScd  oopotaa  cad  to  relation  So  I  latfeodiB 
ettaaa}"" 

claoet  (2)  doe*  not  apply  tocutoonated  water,  toda  wafer  or  tftkwnH*  d  water,  or  to 

relpcteJwaejr.o!tiaejrtrflP«aw)CB«eta»ofdu^ 

Somkrd  Of  in  rclatfoa  to  ttkai  food. 

TABLE 

Cotsaa  2   "*"~~ 


"C5T553TT 
MrtaJ 


Aathnony 
Aiaenle 


road 


Bercrma at  and  odicr  Hqjoid 
AOooWfoedt 

Beverage*  and  aoW  liquid 
OalUac  (ductal)  tvera 
Pith,  cftKTaraint  tad  atom 

(Inornate  areteJo  only) 
Seaweed  (edJbkkrto) 
^toera^e.-tdeoabr) 

All  other  food* 


EHwmT 


parattlfed 
*a  i&rood 
(rA|/kg  caJcalatad 
latVaBMVaQ 


*"»<*" 


0.1S 
1.3 

0.1 
2.0 
1.0 

1.0 

0.03 

I  JO 
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OdraluB 
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SomdHd  P2.  io  tiapiw  oortwert 


Wti 

WfcWtfMD 

M  other  *wd» 

Pith,  enauoMDs.  moltewo  onrf  «»  ««*. 
content  of  products  ooutaim*  *•* 

W«er 


Bevenia  and  oih*/ UquM  food* 
MbtetXN 


Another 


Juo»  lWt 


oTBJ' 

JJJOl 
>.0J 

1.2 

1.0 
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Fcute 

fTttitjeJoM 
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AB  otfatr  feodl 


TBI 


25O0 
2S0J0 
250A 
J50j0 
330.9 

aoojB 

150.0 

SO 

I00O0 

J* 

IM.0 


AM** 


(3)      <•)   ^Tfeptopcalfaaofviayleklaride 
dun  tM)5  osf/kg. 

The  puporttafl  of  asryfanttrilo  ■ 


1.03  «g/k|. 


(e)    Iteprtforticfl  of  vtayttdeae  chloride 


I||l»»ltlllll) 
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in  ae&  0  00  itel  act  be 


W 


(4A) 

(5) 

(6) 


Tte  pcopottjoe  of  anatoxins  in  food  eteB  Ml  be  | 

i  pMc,  ttott  aad  Ik  art  poflfaiof  protects 


(4)   fepeinnbuMrorpeunRPB 

eccHaialBg  nun,  15  PaA|j 
(b>    in  ell  otter  foode,  S  (igAf. 


Theptopc«i»<rfpbt>mop^lBMyfaDdih«fliwibc|JB<iwrtiyw5tit4t> 

TVprcponieoofpoJyehWMttdbipbwyta  diaOootbc  greater  that- 

(»)    tatttefDieit,fitafiaeuorpoukiy,nDk.in{|(rtod«aiBDdeS|», 

0.2  aig/kg ; 
(b)    fa  See,  0.S  tag/kg. 


unpwgfe 


tlw 


<7)  Methods  Off 

cfauw  an  ate  prescribed  netted*  tor  Ote  mm 
products. 

(a)    PttlfraJntfy. 

(0      Forthepiupeacaoftal* 
merited  oojnbcr  of  MapU  uoii*,  ind  •  u. 
fiom  (be  edible  ponloas  of  flsb  incfudtag  sbadn.  lays  tad  icale  (Uh, 
monno.  sufflcKoi  for  ite  ptupoiw  of  aMtysfa 


i  pooiOxl  ia  Ibla 
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MlcoAetaofa 
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Total   Tot  with  Total 
SAMPLES  RESID'S  RESID'S 


Total  %VIOL  MRL/KPC 
VIOL,  of  TOTAL  «g/kg 


BEEF  KIDMET 
CYROMAZINE 


179 


BEET  LIVES 

AVERMECTIN/IVERMECTIN 
601 
******  averaectin 
ivermectin 

******  Mo  MRL  has  beta  set 


9 
0 
9 


3  0.50%  0.01S 


BKNZ IMIDAZOLES 

235 

0 

*   & 

LEVAMISOLK 

284 

0 

0 

UvuUol* 

0 

METALS 

1293 

1292 

4544 

******  n«rcury 

65 

zinc 

1292 

******  copper 

1289 

******  cadniUB 

831 

******  lead 

53 

******  arsenic 

18 

******  selenium 

996 

1290  99.80%  0.500 


******  No  MRL  has  been  set 


ZERANOL  &  STILBBMES 

685 
texanol 

taleranol 

3 

5 

3 
2 

SUXPHORAMIDES    1717 

0 

0 

TRENBOLOHE       204 
trenbolone 

0 

0 
0 

TKICLABBMDAZOLE   278 

0 

0 

BEET  MUSCLE 

CHLORAMPHENICOL    272 

0 

0 

1  0.10%  0.030 


BEKP  Santa  (fro*  whole  blood) 
NITROPURANS  (furazolidone) 
241 
******  furazolidone 


******  No  MRL  has  been  set 
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FOOD  SAFETY  AND  INSPECTION  SERVICE 

IMPORT  RESDDUE  VIOLATIONS 
1990  -  1994 


1990  -  11  Violations 

COUNTRY 

NUMBER  OF 
VIOLATIONS* 

RESDDUE 

Italy 

3 

Sulfonamide 

» 

Switzerland 

^                    2 

Sulfonamide 

Canada 

4 

3  Sulfonamide 
1  Antibiotic 

Two  laboratory  reports  missing  from  the  file. 


1991  -  7  Violations 

COUNTRY 

NUMBER  OF  VIOLATIONS 

RESIDUE 

Italy 

2 

Sulfonamide 

Switzerland 

1 

Sulfonamide 

Netherlands 

2 

Sulfonamide 

Canada 

1 

Sulfonamide 

Poland 

1 

Sulfonamide 
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FOOD  SAFETY  AND  INSPECTION  SERVICE 

IMPORT  RESD3UE  VIOLATIONS 
1990  -  1994 


1992  -  8  Violations 

COUNTRY 

NUMBER  OF  VIOLATIONS 

RESIDUE 

Australia 

1 

Cypermethrin 

Mexico 

1 

Sulfonamide 

New  Zealand 

1 

Sulfonamide 

Canada 

4 

Sulfonamide 

Belgium 

1 

Sulfonamide 

1993  -  8  Violations 

COUNTRY 

NUMBER  OF  VIOLATIONS 

RESIDUE 

Belgium 

1 

Sulfonamide 

New  Zealand 

2 

1  Sulfonamide 
1  Chlorfenvinphos 

Australia 

5 

Chlorfenvinphos 

1994  -  1  Violation  as  of  August  3 

COUNTRY 

NUMBER  OF  VIOLATIONS 

RESD3UE 

Israel 

1 

Sulfonamide 
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Call  For  Single  Food  Agency  Grows  Louder 

Lawmakers,  Backed  By  GAO,  Assail  Oversight  Of  Residues  In  Food 


Members  of  a  congressional  sub- 
committee looking  into  the  problem 
of  chemical  residues  and  other  con- 
taminants in  the  food  supply  said 
Wednesday  that  the  federal  govern- 
ment had  better  get  its  act  togeth- 
er— literally. 

The  governments  arti*  fragment. 
ed  among  three  agencies,  the  con- 
gressmen said.  They  renewed  calls 
to  consolidate  food  safety  regula- 
tion in  a  single,  brand-new  public* 
health  agency. 

Aimed  with  a  pair  of  General  Ac- 
counting Office  (GAO)  report  cards 
giving  the  government  poor  marks 
for  its  efforts  to  combat  these  prob- 
lems, the  members  of  a  House  Gov- 
ernment Operations  subcommittee 
scolded  the  nation's  top  food  safety 
officials  for  their  inferior  grades. 

Essentially,  the  officials'  response 
was:  the  dog  ate  my  Hazard  Analysis 
Critical  Control  Points  proposal. 

The  Human  Resources  and  Inter- 
governmental Relations  Subcommit- 
tee hearing  was  the  fourth  in  a  series 
reviewing  Vice  President  Al  Gore's 
recommendations  for  "reinventing* 
the  food  safety  system  by  consolidat- 
ing government  programs. 

WtIMt  oesan  In  ttus  MlDOOVBrniHee 
as  e  suggestion  has  become  a  vodter- 
ou»  demand  that  the  government  put 
these  effort*  under  one  roof. 

"The  more  I  have  studied  this,  the 
more  I'm  convinced  of  the  need  to 
centralize  food  safety  inspection  into 


By  John  Donnelly 

one  agency,"  said  the  subcommittee 
chairman.  Rep.  Bdolphus  Towns. 

The  New  York  Democrat  said  he 
will  formally  ask  the  GAO  to  report  to 
him  on  the  best  way  to  effect  the 
consolidation. 

The  subcommittee's  ranking  mi- 
nority member.  Rep.  Steven  Scruff,  R- 
N.M.,  agreed:  "We  have  representa- 
tives testifying  from  three  different 
government  agencies  with  responsi- 
bility in  this area....Thafsan  inherent 
problem." 

Schiff  said  conflicting  mandates — 
promoting  meat  and  poultry  in  the 
marketplace  and  insuring  the  prod- 
ucts' safety— place  U5DA  in  "an  eter- 
nal tug  of  war." 

Each  of  the  three  agencies  which 
regulate  the  food  supply  sent  com- 
ments to  the  GAO  on  a  draft  of  the 
report.  USDA  generally  concurred 
With  the  recommendation  of  a  single 


food  agency.  The  Food  and  Drug  Ad- 
ministration said  the  report  was  out- 
dated and  that  its  data  did  not  sup- 
port its  conclusions 

The  Environmental  Protection 
Agency  suggested  that  an  interagen- 
cy council  would  be  a  better  idea.  The 
GAO  said  that  would  not  solve  the 
underlying  legal  patchwork. 

Past  interagency  taskforces  have 
"either  lapsed  into  inaction  because 
of  a  lack  of  commitment  or  resources 
by  the  agencies  involved  or  just  be- 
came forums  to  facilitate  the  exchange 
of  information  between  agencies.  In- 
teragency groups  worked  effectively 
only  when  they  were  established  to 
respond  to  urgent  and  life-threaten- 
ing situations,"  the  GAO  said. 

The  lack  of  a  single,  coherent  bu- 
reaucracy responsible  for  food  safety 
was  the  GAOs — and  the  congress- 
(Centbaed  m  page  2) 


Heinz  To  Take  Over  Glaxo 
India  Unit  For  $67  Million 

NEW  DELHI— Heinz  Co.  win  sign  a  nearly  $67  million  deal  next 
Monday  to  take  over  Glaxo  Laboratories  (India)  Ltd  s  food  products 
division,  Heinz's  chief  executive  A-FJ.  O'Reilly  said  Thursday. 

"We  axe  happy  to  have  arrived  in  India  through  acquisition  of  the  food 
products  division  of  Glaxo,"  O'Reilly  said. 

The  plant  in  the  north  Indian  aty  of  Aiigaih  employs  1,000  people,  he 
said,  arid  Heinz  expects  to  add  new  employees  and  brands. 

Glaxo  Labora tones  is  a  unit  of  Glaxo  Holdings  Pic  of  London,  a  pharma- 
ceu  deals  giant 


815 


Friday,  September  30, 1994 


FOOD&DETNKDAIIY 


GAO:  Federal  Monitoring  Of  Residues  Is  Fragmented...  (Frommei> 


men's — fundamental  criticism,  but  not  the  only  one. 

Towns  said  he  had  asked  the  GAO  to  explain  how  the 
governments  doing  in  ensuring  the  food  supply  does  not 
contain  unsafe  chemical  residues  and  other  contami- 
nants. 

"The  answer  is  frightening,"  Towns  said  in  his  opening 
statement  He  called  the  approach  ofUSDA,  FDA  and  EPA 
■fundamentally  flawed,"  adding:  The  existing  screen  isnot 
only  letting  in  gnats,  it's  letting  m  bulldozers." 

The  GAO  reports  excoriated  the  government's  moni- 
toring of  the  problem.  But  there  was  general  agreement — 
among  government  officials,  GAO  investigators  and  sub- 
committee members — with  the  view  articulated  by  the 
new  chief  of  USD  A's  Food  Safety  and  Inspection  Service, 
Michael  Taylor  The  answer  is  not  more  testing. 

"Wecan  never  test  enough  to  satisfy  this  subcommittee 
or  the  public,"  Taylor  said.  The  beauty  of  the  HACCP 
paradigm  is  prevention." 

Or,  as  Towns  put  It,  the  government  Is  "closing  the 
door  after  me  animals  have  escaped." 

The  GAO's  director  of  Food  and  Agriculture  Issues, 
John  Hannan,  testified  before  the  subcommittee  on  the 


two  reports  Towns  had  ordered.  The  first  report  is  enti- 
tled USD;Vs  Role  Under  the  National  Residue  Program  Should 
Be  Reevaluated;  the  other  examines  the  overall  federal 
structure  and  is  called  Changes  Needed  to  Minimize  Unsafe 
Chemicals  in  Food. 

Although  Hannan  told  the  panel  that  he  believes  mi 
crobial  contamination  is  a  more  serious  problem,  chemi-  - 
eal  and  other  contamination  still  warrant  considerable 
concent,  he  said. 

The  problem  was  illustrated  by  110  million  boxes  of 
Qteerios  contaminated  with  an  unapproved  pesticide 
that  went  undetected  by  the  government  or  General  Mills 
for  a  year.  The  pesticide  was  not  harmful  at  the  concentra- 
tions found  in  the  cereal 

"It  was  basically  luck  that  we  found  this  at  all,*  con- 
cluded GAO  Assistant  Director  of  Food  and  Agriculture 
Issues  Ed  Zadjura. 

"We  have  identified  five  basic  weaknesses  in  the  struc- 
ture and  systems  for  monitoring  chemicals  in  food," 
Harman  told  the  panel 

"First ,  fragmentation  of  responsibility  among  multiple 

( Continued  en  page  3) 


The  Federal  Monitoring  System 


ChscaleaJ  of  oortcam 


AnlMaJ  drug  r—lduei 


Chemical  may  occur  in 


All  foods—raw  and  processed.    Meat  poultry,  eggs,  seafood. 
imported  and  domestic— end  in   and  dairy  products,  both 
drtrtting  water Imported  and  domestic 


All  foods— raw  and  processed, 
imported  and  domestic— and  in 
drinking  water 


Principal  laws 


Federal  Insecticide,  Fungicide, 
and  Rodanticlde  Act;  Federal 

Food.  Drug,  ard  Cosmetic  Act 
Federal  Meat  Inspection  Act 
Poultry  Products  Inspection  Act 
Egg  Products  Inspection  Act 
Pesticide  Monitoring 
Improvements  Act 


Federal  Food.  Drug,  and 
Cosmetics  Act  Federal  Meat 
Inspection  Act  Poultry  Products 
inspection  Act  Egg  ProducB 
Inspection  Act 


Federal  Food.  Drug,  and 
Cosmetics  Act  Federal 
Insecticide,  Fungicide,  and 
Hodenfcide  Act  Toxic 
Substances  Control  Act  Clean 
Water  Act  Federal  Meat 
Inspection  Act  Poultry  Products 
Inspection  Act;  Sale  Drinking 
Water  Act 


Pre-market  approval  required  for 
use  on  food? 


Yes 


Yes 


No 


Agency  responsible  for  setting 
tolerances  or  standards 


Environmental  Protection 
Agency 


Food  and  Drug  Administration      Food  and  Drug  Adrrtriistratlcin 
for  food  and  the  Environmental 
Protection  Agency  for  water 
_ quafty     


Agency  responsible  tor  testing 
bod  for  chemicals 


Agency  with  enforcement 

authority  to  ensure  proper  use  o» 
chemicals 


Department  ot  Agricultira  for  Department  of  Agriculture  tor        Department  ol  Agrcutture  tor 

meat  poultry,  and  egg  meat  poultry,  and  egg  meat  poultry,  and  agg 

product*;  Food  and  Drug  products;  Food  and  Drug  products;  Food  and  Drug 

Administration  for  all  other  foods  Adrrmiaraliori  for  afl  other  foods  Administration  tor  all  other  foods 


Environmental  Protection 
Agency  In  cooperation  with 
stale  agencies 


Food  and  Drug  AdminissaVon      Environmental  Protection 
In  cooperation  with  state  Agency 


Source:  GAO 
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Chinese  Ma's  Special  Drink  To  Go  On  Sale 

HIROSHIMA — A  small  Japanese  meat  company  said  Thursday  it  will  put  a  special  drink  designed  by  China's 
athletics  supercoach  Ma  Junren  on  sale  on  the  eve  of  the  Asian  Games. 

Masaruro  Kawai,  president  of  Kawai  Co.Ltd  in  Takamatsu  on  the  southwestern  island  of  Shj&oku,  said  his  company  will 
begin  selling  the  special  drink,  "Ma's  Family  Army  No.1  high-grade  nutritious  liquid'' for  700  yen  ($7)  from  Oct  1. 

1  was  requested  to  sell  the  drinks  in  Japan  when  I  met  Ma  in  May,"  Kawai  told  Reuters. 

Ma,  China's  best-known  athletics  trainer,  became  famous  when  his  female  distance  runners  took  the  athletics  world 
by  storm  last  year,  smashing  worlds  records  from  1,500  to  10,000  meters. 

Kawai  a  senior  basketball  official  in  Kagawa  prefecture,  said  he  became  acquainted  with  Chinese  sports  officials, 
including  Ma,  when  he  visited  China  in  1992  to  recruit  high-school  basketball  players 

In  China,  the  drinks  were  put  on  sale  in  May  and  sold  about  9  million  bottles  despite  its  expensive  price  of  about 
400  yen  ($4),  Kawai  said. 

Kawai  said  he  is  confident  the  new  drink  will  sell  well  and  plans  to  import  4.3  million  bottles  from  China. 


.FDA's  Record:  21J0O0  Violations,  One  Prosecution... 


agencies  results  in  inefficiencies  and 
gaps  in  federal  monitoring  activities. 

"Second,  chemicals  posing  similar 
risks  may  be  regulated  differently  un- 
der different  laws. 

"Third,  federal  agencies  rely  on  pro- 
grams to  detect 


not  doing  any  good." 

The  director  of  FDA's  Center  for 
Food  Safety  and  Applied  Nutrition, 
Fred  Shank,  told  the  subcommittee 
that  his  agency  has  issued  11  injunc- 
tions in  fiscal  year  1994  against  viola- 


unsafe  chemi- 
cals in  food 
rather  thanpre- 
venting  these 
problems  from 
developing. 

"Fourth,  agencies  lack  strong 
enforcement  authorities  to  adequate- 
ly deter  or  penalize  violators. 

"Fifth,  similar  problems  exist  for 
imported  foods,  over  which  the  US. 
has  even  less  control. " 

Concerning  enforcement,  Harroan 
said:  "Of  the  over21,000  drug  residue 
violations  reported  to  FDA  between 
1989  and  1992,  only  15  resulted  in 
criminal  action." 

Harman's  aide,  Zadjura,  fleshed 
out  these  numbers  for  the  subcom- 
mittee: "Most  of  these  [383  of  the 
21,000-plus]  were  warning  letters- 
Only  one  company  was  prosecuted 
and  there's  clearly  a  problem  with 
repeat  offenders,"  Zadjura  said. 
"Clearly  sending  warning  letters  is 


"I  don't  think  the  answer  to  food  safety  rests  in  some 
organizational  fix.  Simply  moving  the  pieces  around 
the  organizational  chart  is  not  the  answer." 

—FS1S  Had  Michael  Tayhr 

tors  of  animal  drug  residue 
laws. 

But  Zadjura  told  Food  &  Drink  Dai- 
ly that  he  knows  the  history  of  two  of 
those  11  cases.  In  those  two  cases, 
FDA  asked  for  an  injunction  only  af- 
ter sending  warning  letters  and  con- 
ducting numerous  on-site  investiga- 
tions over  the  course  of  seven  and 
nine  years,  respectively. 

The  GAO  recommended  thatCon- 
gress  create  a  uniform  set  of  food 
safety  laws  and  urged,  as  Harman 
told  the  subcommittee,  "the  creation 
of  a  single  food  safety  agency  that 
we've  been  advocating  for  several 
years  now." 

Harman  also  suggested  that  Con- 
gress "consider  the  feasibility  of  re- 


(FrompageD 

quiring  that  all  food  eligible  for  im- 
port to  the  US. — not  just  meat  and 
poultry — beprc^ceduhder  equiva- 
lent food  safety  systems."-    . 

And  again  the  GAO  emphasized 
the  need  to  shift  from  end-product  test- 
ing to  preven- 


tion—mother 
words. to  be- 
gin the  task  of 
constructing  a 
.'HACl^P  sys- 
tem. 
FSIS  chief  Taylor,  who  was  t^?tify- 
ing  before  Congress  for  the  firjttime 
in  his  new  capacity,  responded  to  a 
question  on  creating  a  new  food  safe- 
ty agency  by  saying:  "If  you  .were 
starting  from  scratch  to  design  a  pro- 
gram, I  do  not  think  any  of  us  would 
design  it  this  way.  It  is  not  an  ideal 
system." 

But  he  later  added:  "I  don't  trunk 
the  answer  to  food  safety  rests  in 
some  organizational  fix.  Simply  mov- 
ing the  pieces  around  the  organiza- 
tional chart  is  not  the  answer." 

Before  changing  the  organization, 
Taylor  added,  Congress  must  first 
decide  how  much  freedom  from  risk 
it  wants — and  how  much  it  is  willing 
to  pay  for  that  freedom. 
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ATF  Scrutinizes 
New  Wine  Technology 

By  Ian  Jones 

The  Bureau  of  Alcohol,  Tobacoo 
and  Firearms  called  Friday  far  public 
comment  on  four  new  technologies 
for  use  in  winemaking. 

Membersof  the  wine  industry  have 
petitioned  ATF  for  approval  of  three 
vrine-treatingprocesses  and  one  wine- 
treating  material  used  to  reduce  alco- 
hol content  flavors,  carbonation  or 
acidity  during  the  winemaking  pro- 
cess. 

The  "spinning  cone"  column  (SCQ 
process  is  a  gas-liquid  system  of  sta- 
tionary and  rotary  cones  which  can 
remove  off  flavors  in  wine  such  as 
volatile  acidity,  ethyl  acetate,  hydro- 
gen sulfide  and  the  like,  as  well  as 
reduce  ethyl  alcohol  content 

In  the  making  of  low-alcohol  wine, 
for  Instance,  the  first  ran  through  the 
spinning  cone  column  siphons  off  the 
flavor  essence  of  the  wine,  and  the 
second  reduces  the  alcohol  content  to 
the  desired  level.  The  essence  is  then 
added  back  to  die  wine  with  lowered 
alcohol,  thus  retaining  its  original  fla- 
vor, the  petitioners  told  ATF.  The  re- 
maining alcohol  can  be  used  In  other 
processes  or  destroyed. 

Treatment  of  wine  utilizing  the 
SCC  to  remove  off  flavors,  or  to  re- 
duce the  alcohol  content  of  the  wine, 
may  not  altar  the  vinous  character  of 
the  wine,"  ATF  said  in  Friday's  Feder- 
al Register  notice.  "Otherwise  the  wine 
would  no  longer  be  considered  stan- 
dard wine." 

The  agency  added  that  SCC  is  con- 
sidered a  distilling  process,  so  it  may 

(Cantianutd  an  page  4) 


Monday,  October  3, 1994- 


GAO  Snarls  At  FDA 
Animal  Drug  Enforcement 

By  John  Donnelly 

The  Food  and  Drag  Administration  is  not  normally  known  as  a  toothless 
tiger.  But  General  Accounting  Office  investigators  reported  last  week  that 
the  FDA  has  compiled  an  abysmal  record  of  cracking  down  on  companies 
that  the  agency  has  known  for  years  to  be  violators  of  animal  drug  residue 
regulations. 

At  least  two  of  the  very  cases  that  FDA  has  cited  to  defend  its  track  record 
are  stories  of  repeated  violations  unhindered  by  federal  enforcement,  accord 
trig  the  agency's  own  records. 

"Because  the  FDA  lacks  the  authority  to  detain  products  or  assess  civil 
penalties,  it  cannot  effectively  prevent  the  distribution  of  violative  products 
toconsumersorprevent  future  violations  from  occurring,"  theGAOconclud- 
ed  in  "Changes  Needed  to  Minimize  Unsafe  Chemicals  in  Food,"  a  report  to 
Rep.  Edorphus  Towns,  D-N.Y.,  chairman  of  the  Human  Resources  and 
Intergovernmental  Relations  Subcommittee  of  the  House  Government  Oper- 
ations Committee. 

Because  FDA  lacks  authority  to  assess  civil  penalties,  GAO  said,  it  "must 
rely  on  the  Department  of  Justice  to  follow  through  with  criminal  charges. 
However.criininal  charges  are  rarely  atspssed  because  they  take  considerable 
time  and  significant  resources  to  pursue." 

The  result  is  that  "penalties  will  rarely  be  assessed,  even  in  those  instances 
when  violations  are  detected,"  the  report  said. 

From  1989  through  1992,  FDA  investigated  •1500  of  the  over  21,000  cases 
of  violative  residues  in  meat  and  poultry  referred  to  the  agency  by  the  Food 
Safety  and  Inspection  Service,  the  GAOreported.FDAsentwanung  letters  in 
383  of  those  cases  and  took  criminal  action  in  15. 

Only  one  of  these  cases  resulted  in  prosecution,  the  GAO  said. 

The  Clinton  administration's  Pathogen  Reduction  Act  would  grant  the 
Department  of  Agriculture  authority  to  impose  civil  penalties  to  enforce 
microbialstandards  for  meat  and  poultry.  And  the  administration's  proposed 
Pesticide  Reform  Act  would  grant  similar  authorities  to  FDA  to  enforce 
pesticide  rules. 

But  neither  bill  would  stiffen  FDA's  ability  to  enforce  animal  drug  residue 
violations  through  civil  penalties. 

In  contrast  the  GAO  said,  the  Environmental  Protection  Agency  assessed 
civil  penalties  in  about  70  percent  of  the  cases  for  which  EPA,  and  not  state 
agencies,  took  action  to  enforce  the  Federal  Insecticide,  Fungicide  and  Rod  en- 
ticjdeAct. 

(Continued  on  pagt  2) 
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The  report  also  said:  "The  Food 
Safety  and  Inspection  Service  reports 
over  4000  illegal  drug  residue  viola- 
Sons  every  year  to  FDA.  However, 
according  to  a  1992  report  by  FDA's 
Extra-Label  Use  Task  Force,  because 
of  limited  resources,  FDA  is  unable  to 
conduct  follow-up  investigations  an 
the  majority  of  those  referrals. 

"In  1992,  FDA  and    

state  agencies  togeth- 
er were  able  to  investi- 
gate only  about  1,100 
(or  25  percent)  of 
USDA's  referral  for  il- 
legal drug  residues  in 
meat  and  poultry." 

Responding  to  the  GAO  criticism 
in  testimony  before  Rep.  Towns'  sub- 
committee last  Wednesday,  the  di- 
rector of  FDA's  Center  for  Food  Safe- 
ty and  Applied  Nutrition,  Fred  R. 
Shank,  said:  "It  should  be  noted  that 
FDA's  enforcement  activities  with 
respect  to  animal  drug  residues  have 
been  significantly  increased  during 
fiscal  year  1994. 

"During  this  period,  FDA  initiated 
11  injunctions  and  issued  178  warn- 
ing letters  in  addition  to  conducting 
one  evidentiary, hearing  under  Sec- 
tion 305  of  the  Federal  Pood  Drug  and 
Cosmetic  Act" 

Shank  added  that  the  number  of 
violative  animals  hasdecreased,  from 
4,339  in  1991  to  4,325  in  1992  to  3,809 
in  1993.  He  attributed  the  decline  to 
the  "multiplier effect"  thatthe publi- 
cizing of  enforcement  actions  has  in 
industry  circles. 

But  the  GACs  assistant  director 
for  Food  and  Agricultural  Issues.  Ed 
Zadjura,  told  the  subcommittee  that 
two  of  those  11  injunctions  occurred 
only  after  FDAsentthe  alleged  viola- 
tors warning  letters  that  went  un- 
heeded for  years. 

In  one  case,  for  many  years  the 
company  did  not  even  respond  to  the 
warning  letters,  ignoring  mem  as  if 
they  were  out-of-state  parking  tick- 
ets. 

In  1 993, 748  animal  drugs  had  been 
approved  for  use  on  food-producing 
animals  in  the  US.,  the  GAO  report- 
ed, and  every  year  FDA  approves 


about  17  new  ones- 1992  sales  of  ani- 
mal health  products  were  about  $23 
billion. 

Violations  of  the  law  may  include 
using  drugs  not  approved  for  food- 
animal  use/  or  using  them  in  an  unap- 
proved dose,  not  withholding  ani- 
mals that  have  received  drugs  from 
slaughter  for  a  long  enough  period. 


For  many  years,  the  company  ignored 
FDA  warning  letters  as  if  they  were 
out-of-state  parking  tickets. 


among  others. 

On  Sept  14,  the  US.  District  Court 
for  the  Eastern  District  of  California 
at  Fresno  issued  a  consent  decree  of 
permanent  injunction  against  the 
Allen  Bakker  Dairy.  But  a  lot  hap- 
pened before  then,  according  to  FDA 
files  reviewed  by  the  GAO. 

The  first  letters  were  sent  to  the 
firm  in  1987.  Three  years  later,  in 
1990,  an  on-site  investigation  led  to 
the  recommendation  of  a  regulatory 
letter. 

In  October  1992,  another  on-site 
review  found  15  violations  since  1987 
of  irresponsible  use  of  antibiotics.  A 
warning  letter  was  again  recommend- 
ed. In  January  1993,  a  warning  letter 
was  sent 

In  February  1993,  the  State  of  Cal- 
ifornia cited  the  dairy  for  violations 
and  USD  A  sent  the  company  threat- 
ening letters  in  August  of  that  year. 

In  February  1994,  another  on-site 
investigation  found  incomplete 
records  of  drugs  used  and  evidence 
of  extra-label  drug  use.  An  injunction 
was  recommended  after  seven  years 
of  lesser  threats.  In  March  of  this  year 
the  Health  and  Human  Services  and 
Justice  Departments  recommended 
another  in  vestigation.  Itwas  conduct- 
ed injury. 

Here  is  another  story  of  a  Northern 
California  dairy  with  an  even  longer 
history  of  hearing  FDA's  saber  rattle. 

In  January  1985,  USDA  found  drug 
residues  in  cows  sent  to  slaughter 
and  threatened  criminal  prosecution 


or  injunctive  action.  In  September 
1985,  FDA  conducted  an  on-site  In- 
vestigation and  recommended  a  reg- 
ulatory letter,  which  it  sent  in  March 
1986. 

The  company  never  responded. 
In  August  1989,  USDA  sent  a  let- 
ter. In  October  1989,  came  another 
FDA  on-site  inspection  and  another 
__ letter.  July  and  Au- 
gust 1992  saw  a  pair 
of  USDA  letters  in 
the  company  mail 
box.  In  September 
1992,  the  state  con- 
ducted an  investiga- 
tion, finding  6  viola- 
tions for  extra-label  drug  use  involv- 
ing 10  animals  in  a  10  month  period. 
The  state  then  issued  a  warning  letter. 
In  March  1993,  USDA  sent  another 
letter  stating  violations.  In  Aprill993, 
FDA  was  on-site  again.  In  July  1993, 
the  agency  sent  a  warning  letter.  Vio- 
lations occurred  in  February,  March 
and  April  of  1994.  In  May  1994,  an- 
other on-site  investigation  led  to  the 
recorrimpndation  of  an  injunction. 

Food  &  Drink  Daily  was  unable  to 
determine  at  press  time  if  this  latter 
dairy  was  among  the  11  cases  FDA 
referred  to  as  having  been  targets  of 
injunctions. 

"TheFDA  doesn't  seek  injunctions 
until  it  has  sent  multiple  warning  let- 
ters and  done  multiple  investiga- 
tions," the  assistant  director  of  the 
GACs  Food  and  Agriculture  Group, 
Ed  Zadjura,  told  FcVDD. 

The  Department  of  Justice,  to 
whom  FDA  refers  its  criminal  cases, 
"is  out  chasing  drug  dealers  and  they 
don't  have  time  for  this,"  Zadjura 
said. 

"The  standard  has  been-  unless 
animals  are  dying  or  human  beings 
are  becoming  sick,"  Justice  does  not 
act. 

Zadjura  said  he  does  not  believe 
the  two  cases  referred  to  above  are 
anomalies.  "111  bet  anything  all  1 1  are 
at  least  as  ugly  if  not  worse." 

Henry  LaHaie,  assistant  director 
of  the  Department  of  Justice's  Office 
of  Consumer  Litigation,  gave  a  more 

(Cmtbnud  on  pagt  3) 
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Coffee  Drinkers  To  Face  Even  Higher  Prices 

LONDON— World  prices  for  coffee  beans  have  qua 


drupkd  this  year,  after  frost  and  then  a  drought  hit 
prospects  for  next  year's  crop  in  top  producer  Brazil,  and 
they  might  go  even  higher. 

That  would  soon  hit  drinkers  of  the  beverage  as  roast- 
ers— the  manufacturers  of  processed  coffee— begin  to 
pass  on  more  of  the  cost  in  prices  in  the  supermarkets. 

Prices  at  nine-year  highs  of  $4,000  a  metric  ton  for 
London  coffee  futures  are  not  an  unmixed  blessing  for 
producers,  either,  according  to  participants  in  talks  this 
week  of  the  62-natian  International  Coffee  Organization. 
They  fear  that  high  prices  might  prompt  extra  planting 
and  a  future  glut,  renewing  a  boom-bust  cycle  that  will 
play  havoc  with  many  Third  World  economies. 

Brazil  expects  its  1995/96  output  to  fall  below  15 
million  (60  kilogram)  bags  from  28  to  30  million  this  year 
and  it  could  be  even  lower  if  the  drought  does  not  break 
soon- 
Consumers  have  not  yet  felt  the  full  effect.  ICO  dele- 
gates from  consumer  nations  said  competition  among 
retailers  and  fear  that  people  might  drink  tea  instead  had 
curbed  retail  price  rises  so  far.  But  pressure  will  grow. 

Averageretailprir.es  in  Germany,  the  European  Union's 
second  biggest  consumer  after  Britain,  rose  (his  summer 
to  9  marks  ($6)  for  a  500-gram  (1 -pound)  jar  from  7marks 
($4J0). 

But  Hans  Amo  Petzold,  secretary  of  the  German  Cof- 
fee Association,  said  that  was  not  sufficient  and  a  price  of 
10  to  11  marks  ($650  to  $7)  would  reflect  the  market 
properly. 

"But  even  then  prices  need  to  go  higher.  The  price  rise 
we  have  had  only  reflects  the  cost  of  coffee  bought  be- 
tween September  1993  and  May  1994,"  he  said. 

Germans  drink  about  190  liters  (50  gallons)  of  coffee  a 
year  on  average. 

"If  the  fundamental  factors  remain  the  same,  with  a 
scarcity  of  coffee  in  Brazil,  so  the  price  will  remain  at  the 
present  high  level,"  Rene  Mantes  of  Guatemala  said. 


Other  ICO  delegate-  said  the  Brazilians  hinted  at  the 
ICO  that  their  1995/96  crop  could  be  as  low  as  10  million 
bags  if  sustained  rainfall  did  not  start  by  mid-October 
although  an  official  forecast  of  15.75  million  bags  had  not 
changed  yet. 

"If  Brazil  does  produce  as  low  as  10  million,  the  price 
will  easily  hit300  cants,"  said  Luis  Escalante,  president  of 
Costa  Rica's  coffee  institute,  ICAFE 

He  was  referring  to  New  York  futures  for  arabica 
coffee,  now  around.  US  215  cents  per  pound.  London, 
trades  futures  for  the  less  expensive  robusta  coffee. 

As  higher  prices  risk  boosting  production,  producers 
and  consumers  at  the  ICO  talks  consider  how  to  avoid 
repetition  of  the  boom-bust  cycle  that  has  dogged  the 
industry  for  years. 

Many  fear  that  fanners  will  rush  to  plant  more  trees  to 
try  to  take  advantage  of  the  high  prices,  provoking  over- 
Supply  and  a  crash  in  the  price  in  two  or  three  years. 

"Yes,  it  is  a  worry.  But  every  country  has  to  evaluate 
what  is  convenient  for  its  production.  What  is  attractive 
today  is  not  necessarily  good  in  the  long  term,"  Escalante 
said. 

For  many  Latin  American  farmers,  the  temptation 
might  be  too  great.  It  might  also  be  difficult  for  Latin 
American  governments  to  control  farmers  because  coffee 
growing  is  of  such  social  and  economic  importance  in 
their  countries. 

In  Bra  Til,  one  delegate  noted,  someone  on  the  mini- 
mum salary  has  to  work  two  days  to  buy  cue  pound  (0.45 ' 
kg)  of  coffee. 

Delegates  at  the  ICO  have  urged  farmers  not  to  in- 
crease the  area  they  put  aside  for  coffee  growing  in  order 
to  avoid  a  glut 

Instead,  they  said  they  hoped  the  high  price  would 
lead  to  greater  productivity  from  current  growing  areas. 

"I  don't  think  the  present  price  structure  should  make 
anyone  overproduce,"  said  Escalante.  But  it  should  en- 
courage more  efficient  farming"  — Reuttr        


Justice  Targets  The  Traffickers...  (Fwmpvv 


animated  defense  of  the  enforcement 
of  animal  drug  residue  laws  than 
Shank  gave  the  subcommittee,  al- 
though LaHaie  said  he  is  not  an  apol- 
ogist  for  any  government  agency. 

Justice  has  plenty  of  resources  ded- 
icated to  the  war  on  human  drugs, 
but  it  is  not  lax  in  fighting  misuse  of 
animal  drugs  either,  LaHaie  said. 

Like  the  war  on  controlled  sub- 
Stances,  the  Office  of  Consumer  Liti- 
gation has  sought  to  dry  up  the  source 
of  unapproved  drugs — the  dealers, 
as  it  were.  But  the  office  has  also 


prosecuted  for  illegal  use,  when  it 
discovered  such  actions  in  the  course 
of  another  investigation. 

"Since  1988,  we  have  obtained  the 
conviction  of  54  individuals  and  eight 
companies  for  illegal  receiptor  distri- 
bution of  unapproved  drugs  for  food 
animals — or  approved  drugs  in  un- 
approved uses,"  he  said. 

"We  have  seized  60  tons  of  unap- 
proved animal  drugs  and  10  tons  of 
e<juipment,  the  aggregate  value  of 
which  exceeds  $5  million.  Some  20 
individuals  have  gone  to  jail/'hesaid, 


adding:  "There's  more  to  what  we 
have  been  doing  from  a  prophylactic 
point  of  view  than  11  injunctions." 

Fines  haveexceoded  $2  milHan  dol- 
lars, LaHaie  said .  And  there  are  cases 
currently  in  the  works. 

"Ho  w  FDA  decides  to  send  us  what 
case  is  another  matter,"  LaHaie  said. 
"Once  we  receive  it,  we  simply  look 
at  the  evidence." 

An  FDA  official  who  might  have 
given  abetter  explanation  for  the  FDA 
record  had  not  returned  phone  calls 
as  of  press  time. 
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